COOTBETCTBYET 3KCNEPTHOMY OTUYETY

NM-Ne002813-TI-BY J[ ot 04062025 N= 14091
COITIACOBAHO JIncTok-BKiIaAbI — HH(popManus L Hanmwesda 1EHOCTE 0011)

MWHWUCTEPCTBOM 3[PABOOXPAHEHNA

PECNYBIIMKN BEJIAPYCb ®
MPVKASOM OT 17.11.2025 Ne 1384 Apamuna®, 50 mr, TadaeTKu
NMOCNEAOBATENLHOCTL 0018

JelicTByroiiee BenecTBo: JAuMeHruapuxar

Ilepen npueMom mpemapaTa IOJHOCTHIO MPOYUTANTE JUCTOK-BKJIAJBII, IIOCKOJIBKY B HEM

coJieprkaTcs BakHble 17151 Bac cBeneHus.

Bcerpa npuHuMaliTe npenapaT B TOYHOCTH € JINCTKOM-BKJIa/IbIIEM MJIM PEKOMEHIALIUSAMH JIEHAILEro

Bpaua.

CoxpanuTe TUCTOK-BKIaabII. Bo3MoxkHo, Bam moTpedyercs nmpounuTars €ro eme pas.

Ecnu Bam Hy»HBI TOTIOTHUTEBHBIC CBEJICHUS WM PEKOMEHIAIMN, OOPATUTECH K JIeHalleMy Bpady

WA paOOTHUKY alTEeKH.

Ecnu y Bac BO3HHMKIM Kakue-THOO HeXenaTelabHble peaklUd, OOpaTUTeCh K JeyalleMy Bpauy.

JlanHast pekoMeHAalus pacpoOCTPaHIETCs Ha JTI00ble BO3MOXKHbBIE HEXKellaTelbHbIE PEaKIH, B TOM

qlCJIe Ha HE IEPEUMCIICHHBIE B pa3jiene 4 IMCTKa-BKIIabIIa.

Ecnu coctosiHre He yiydIaeTcss WM OHO yXyauraercsi, Bam cienyer oOpaTuThes K Bpauy.
Coaep:xaHue JTUCTKA-BKJIAAbIIIA

Yro u3 cebs mpencTapiseT npenapar IpamMuaa® u s 4ero ero NpUMEHSIOT.

O ueMm crielyeT 3HaTh Hepejl NpueMoM npenapara Jpamuna®.,

[Ipuem npenapata pamuna®.
B03MOKHBIE HeKelnaTeIbHbIE PEaKIINH.

Xpanenue npenapata Jpamuna®.

AN e

ConepxuMoe ynakoBKU U IPOYUE CBEACHUSI.

1. Yro u3 ceds npeacrapasier npenapat IpaMuna® U JJIs 4ero ero NpUMeHsIioT

Ipenapar dpamuza®

COJICP/KUT JIEUCTBYIOLIEE BEUIECTBO JAMMEHTHMAPUHAT M OTHOCUTCS K
MPOTUBOAIEPIHUECKUM cpenicTBaM (61mokatop H1 — rucTaMUHOBBIX PELENTOPOB).
IToka3anusi K NPUMEHEHUI0
I[Ipenapat Jlpamuna® npegHa3zHayeH 1S B3POCIBIX U JeTel OT 3-X JIeT.
I[penapar Jpamuna® npuMeHSIOT:
e 1pu Oosie3HH ABMKECHUS (MOpCKasi 00JIe3Hb, aBTOMOOMIIbHASL 00JI€3Hb, BO3IyIIHAS O0JIC3HB);
e Ui NPO(UIAKTUKH U JICYEHUS CUMIITOMOB BECTUOYJISIPHBIX U JaOUPUHTHBIX HAPYLICHUH
(rOIOBOKpYXEHHME, TOIIHOTA, pPBOTA), 3a MCKIIOYEHHEM CHMIOTOMOB, BBI3BAHHBIX

IIPOTUBOOITYXOJIEBOM TEpaIIUEH;

e 1pu Oone3nu MeHbepa.
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ggPﬁcﬁzéglarREIYo COOTBETCTEYET JKCMNEPTHOMY OTYETY
MUHUCTEPCTBOM 3[JPABOOXPAHEHVIS ot 04.06.2025 Nz 140591
e CHOCO0 MEICTB U WpenapaTa Jpamuna® (MOCNEOQBATENEHOCTL 0011)

MOCNEAQBATENBHOCTE, 0018

neiicTBus npenapata Jpamuna® 3akiouaeTcs B yMEHBIIEHUHM 0Opa3oBaHMs
HelpoMeauaTopa aueTWIXOJIMHA W NPOSBIAETCS MOJABISIOUIMM JIEHCTBUEM HAa LEHTPAIbHYIO
uepsHyto cucremy (LIHC). Ilpemapar [pamuna® Taxike OKa3biBaeT aHTHXOJHHEPIHUYECKOE,
MPOTHBOPBOTHOE, TMPOTHBOAUIEPTHYECKOE (AaHTHUTUCTAMHUHHOE) W 00€300JMBaroIiee JICHCTBHE.
[Ipenmonaraercs, uTO aHTUXONMHEprudyeckoe jeilicTBue mpenapara JlpamuHa® BBI3BIBAET
MOJIABJIICHUE BECTUOYJSIPHOM CTUMYJSAIMM, KOTOpas BO3HMKAE€T MPU YKAUMBAHUU WU
rONOBOKPYKEHUH, 33 CUET BO3/eHCTBUA HA KOMIOHEHTH BHyTpeHHero yxa. Ilpemapat JIpamuna®
YTHETaeT CTUMYJISILIHIO JIJAOMPHUHTA B TEUEHUE TPEX YACOB MOCIe puemMa. TOpMOKeHHE TPOUCXOIUT
nmyTeM OJIOKUPOBKH OCOOBIX MYCKAapHMHOBBIX pelentopoB. JleiicTByrolee BeHIECTBO Ipemnapara

JIpamuHa® IPOHUKAET CKBO3b reMaTodHIe(annIecKuii 6apbep.

2. O ueMm caeayer 3HATH Nepea npueMoMm npenapara Jlpamuna®
IIpoTuBONOKA3aAHUSA
He npunumaiite npenapar JIpamuna®, ecan y Bac ectb:
— aJuleprus Ha JUMEHTHJIPUHAT WM JII0ObIE Ipyrre KOMIIOHEHTHI Ipernapara (lepeducieHHbIe
B pazjzienie 6 TUCTKa-BKJIabIIIA);
— HENEepEeHOCHMOCTh HEKOTOPBIX caxapoB (0OpaTUTech K JeyalleMy Bpauy Iepel MpueMoM
JIAHHOTO JIeKApCTBEHHOTO Mpenapara, Tak Kak npenapat JIpamuna® coepKuT JaKkTo3y);
— aJyeprus Ha aHTUTHCTAMUHHBIE Npenaparsl;
— OCTpbI€ IPUCTYTBI OPOHXUATHHON aCTMBbI;
— 3a0ojeBaHUsl TJa3, XapaKTepU3YIOLIUECS TOBBIIIEHHEM BHYTPUIJIA3HOTO  JIaBJICHUS
(3aKpBITOYTrOJIbHAS TJIayKOMA);
- (eoxpoMoruTOMa;
- mopdupus;
— CyAoporu (MUIIETICHS, SKJIAMIICHS);
~  THUIEPIUIa3usl PeACTaTeIbHON Kee3bl;
— BO3pacT peOeHKa MeHee 3-X JIeT;
— Bui 6epemennsi (I u 111 Tpumectp);
— Bsl xopmuTe peGeHKa rpyabo.
Oco0ble yka3aHusi 1 MepbI IPE0CTOPOKHOCTH
ITepen npuemom npenapata JpamuHa® MPOKOHCYIBTHPYHTECH C JIEUAIHM BPAdOM.
Jleyenne npenapatoM Jpamuna® ciefyeT MpeKpaTUTh 33 HECKONBKO JHEH 10 TeCTHPOBAHHS Ha
aJUIEpPTeHBbl, TaK KaK 3TO MOKET MPUBECTHU K JIO)KHOOTPULIATEBHBIM aJUIEPTUYECKUM TECTaM.

[Ipy 3KCTpeMaNbHO MOBBILICHHONW TEMIIEpaType BO3[yXa €CTbh PUCK BO3HMKHOBEHUsS TEIJIOBOTO
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e SADA, BESBATHOrO RHTHXOIMHEPTHYECKUM ) deKTOM TMMERTAAPHHEE  PekoveHayeTCA u30erairp

MOCNEAOBATENLHOCTHL 0018
—Bmzreﬁ'mvrro'm BBICOKHX TEMIICPATYP.

[penapar Jlpamuna®

MOXET BBI3bIBATH SIBJICHUs IIOBBIIICHHOM YYBCTBUTEIBHOCTU KOXH K
COJIHEYHBIM Jy4yaM ((pOoTOoCeHCHOMIN3AIINIO), PEKOMEHIYEeTCs BO3IEPKATHCS OT MOCEIEHUS CONSPHUs
U JUIUTENBHOTO BO3JCHCTBHS Ha KOXKY ITPSIMBIX COJTHEYHBIX JIy4EH.

[pemnapar JIpamuua® ciienyer ¢ 0CTOPOKHOCTRIO IMPUMEHSITH B CIICAVIOIINX CIyYasx, ecid v Bac

€CTh.

—  TSDKENOE TMOBPEXKIEHHE IEYCHW W/WIM TOBPEXKJEHHE IOYEK M3-3a pHCKa HAKOIUICHUS
JUMEHTHUPUHATA B OPTaHU3Me (AKKYMYIISIIIHH );

— XpOHMYECKHE pecrupaTopHble 3a00eBaHusl, OpOHXHAIbHAS aCTMa;

— BBICOKAas CKJIOHHOCTH K Pa3BHTHIO OPTOCTATMYECKOW TMIIEPTEH3UH (Upe3MEpHOE CHUKEHUE
apTepHAIbHOTO JIABJICHUS TPU TNPUHSATHH BEPTHUKAIBHOTO TIOJNOXKEHUS), OKUPECHHUIO,
3aTOPMOKEHHOCTH, XPOHHYECKUM  3amopaM WIM  MOTEHIMaJbHOW  rumneprpodun
MIpeICTaTeNIbHOM JKeJe3bl, 0COOCHHO Y MOKHIIBIX;

—  CTEHO3 MPHUBPATHHUKA;

— NWJIOPOAYOJEHANbHAsl HEMpPOXOJUMOCTh (HapylIeHHEe MOTOPHOM M 3BaKyaTOPHOMH
NESITeIbHOCTH JIBEHAAUATUIIEPCTHON KHIIKH, NPUBOAALICE K 3a/Jep’KKE DSBaKyallid ee
COJIEPKUMOTO);

— apuTMmus (HapylIeHHue CEPACUYHOTO PUTMa), Opaaukapans (3aMeJICHHOE cepAIlcOneHME);

~ CepIeYHO-COCYIUCThIe HapylleHus (umeMudeckas OoJie3Hb  ceplla, HapylIeHUsS
KpOBOOOpAIIICHHUS );

— Oomne3ns [lapkuHCcOHA, 0COOCHHO Y TTOXKHIIBIX JIFOJICH.

JeTn n moapoCcTKH

[penapat Jpamuna® mpegHasHadeH s B3POCHBIX M AeTel ¢ 3-x mer. IIpu mpuMeHeHnu y aereit
Mutajie 6 JIeT, peKOMEHIYEeTCs IPOKOHCYIBTUPOBATHCS C BPAYOM.

Jipyrue npenapatsl 1 npenapat Ipamuna®

CooOuute cBOeMy JieyalieMy Bpady o TOM, YTO Bl mpuHUMaeTe, HelaBHO MPUHUMAIIH UIH MOXKETE
HayaTh MPUHUMATh KaKue-Tudo Apyrue mpenaparsl.

AuTtuxonunepruueckuii apdext npenapara Jpamuna® (moTeHIMaNbHAS 3a1epKKa MOYH, 3aH0p U
CYXOCTb BO PTY) MOXET OBITh YCUJICH ITPH OJJHOBPEMEHHOM MPUMEHEHUH C aHTUXOJIMHEPTHUSCKUMHU
npenapaTamu (aTpomnuH, MPOTUBONIAPKUHCOHUYECKUE CPEICTBA, TPULIUKINUYECKUE aHTH IEITPECCAHTHI
U ap.).

[Ipumenenne  WHTUOMTOPOB  MoHoamuHOKcHaassl (MAQO)  ycunuBaeT  ceJaTHBHBIE |

®

aHTUXOJHHEprudeckue 3¢ ¢exTsl mpenapata JpaMuHa : BO3MOXKHO pa3BUTHE MapaTUTHYECKON

KHIICYHOMN HECIIPOXOJUMOCTH, 3aA€pKKa MOYH, IMMOBBINICHUC BHYTPHUITIA3HOT'O AAaBJICHUA, CHUKCHUC
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npmmsmém%ﬁ?ﬂ% eHUS U HapylIeHue apixanus. Ci¢ayer n30grary PAHOBPEMEHRORY TPAMEHE A

MOCNEAOBATENBHOCTL 0018

ANMCHTHAPHAHATd C MHTHOUTOpaMu MAO.
[Tpou3sBoaHbIe MOp(hHHA (aHATBIETUKH, TPOTUBOKAIILIEBBIC IPETIapaThl, CAHTETHUECKUE 3aMEHUTENN
MopduHa), O€H30AMAa3eNuHbl, O0apOUTypaThl, AHKCHOJIUTHKH, CHOTBOPHbIC, HEHPOJICNTHKH,
aHTUJCTIPECCAHThI, LIEHTPAIbHbIE THMIIOTEH3MBHbIE CpEACTBA, OakiIO(eH, TaJIUIOMHUA MOTYT
ycunuBaTh yraerenue [{THC.
IIpuem npenapara Jpamuaa® MoKET MaCKMPOBATD:

— paHHHE TIpPU3HAKK OTOTOKCUYHOCTH, CBSI3aHHBIE C IPUEMOM AMHUHOTJIMKO3UIHBIX

AHTHOMOTHKOB;
~  peakIMIO KOXKH Ha KOKHBIE aJuIepru4ecKue mpoosl.

Crenyer u3beraTb OJHOBPEMEHHOro ITpHeMma mpemapara Jpamuna®

U JIEKapCTBEHHBIX CPEJCTB,
yanuusomux uHTepBan QT (HexkoTopble aHTUOMOTHUKH, HEHPOJNENTUKH, AHTHAPUTMHUYECKHE
cpenctBa kiacca | u nmpotTuBomMansipuitHbeie cpeacTBa kinacca I11) niam BBI3BIBAIOIMX THITOKATHEMHUIO
(Hanpumep, TUYPETUKH ).

OnHOBpeMEHHOE MPUMEHEHHE MPENapaToB, CHIKAIOLIUX apTepUaIbHOE JIaBlieHHEe (TUITOTEH3UBHBIX
cpencTs) u npenapata Jpamuna® MoKeT MPUBECTH K HOBBIIIEHHON YTOMISAEMOCTH H Upe3MEPHOMY
CHUKEHUIO apTEPUAIBHOTO TABJICHUS.

[penapar Jlpamuna® ycunmuBaeT —JeHcTBHE — aJpeHANINHA, HOpaApeHATHMHA M JPYTHX
CUMIIaTOMUMETHKOB.

Ipuem npenapara Apamuna® ¢ numeii u ajaxkorosem

IIpenapat Jlpamuna® criemyer mpMHUMATH HOCHE TIPUEMa MHIIH.

[IpuéM ankorons yCHIMBAET CHOTBOPHBIH 3(deKkT Bo Bpems NeueHus mpenapatoM Jlpamuna®,

TI03TOMY HEJb3s OJHOBPEMEHHO YNOTPeOnaTh ¢ npenapatoM Jpamuna®

AJIKOTOJIBHBIC HAIIUTKHU U
CIIUPTOCOIEPIKAIIME JICKAPCTBEHHBIE CPE/ICTBA.

BepeMeHHOCTDH U MepPUO TPYAHOr0 BCKAPMJIMBAHUSA

Ecimu Bbl GepeMEeHHBI WM KOPMHUTE TPYIbIO, CUMTAETE, YTO, BO3MOXHO, Bbl OepeMeHHBI, WiH
IUTAHUpYEeTe OEPEMEHHOCTb, TPOKOHCYJIBTUPYHTECH CO CBOMM BpauoM Iepe]l HauajioM MPUMEHEHHUS
JAHHOTO TIpernapara.

bepemeHHOCTH

OTCyTCTBYIOT [aHHBIE O NpUMeHeHuH mnpenaparta Jpamuna® y GepeMEeHHBIX KEHIIHH, TaK Kak
COOTBETCTBYIOIINE UCCIIEIOBAHUS HE TPOBOIUIIUCH.

He pexomeHayeTcs MpHMeHATh TpenapaT Jpamuna® Bo BpeMsl GEpeMEHHOCTH, €CIIM TOIBKO €0

MOTEHITMATbHAS ITOJIh3a JIJISI MATEPH HE MIPEBBINIACT MOTCHIIMAIIBHOTO prcKa /i 11oa. Heo6xoaumo

MIPOKOHCYJITUPOBAThCA C BpauoM. [IpuMeHeHue nuMeHrHapuHata B I TpumecTtpe GepeMEeHHOCTH
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MPUKA3

MOCEJOBATENLHOCTL 0018

HPYIHEGIOKAdang, He cnenyer nmpumeHATh ero B TpeTheM |THHMENTPE ) GEPEMEHHOCTUT TdK) KAK

TIPTITapdar ApPpdMiHd  MOXKCET CTUMYJIMPOBATH NPEKIACBPEMCHHOC COKpPAILICHUE MATKH.

Ilepuos rpyAHOTO BCKApMJIMBAHUS (KODMHGHI/IG I‘DVI[BIO)

JleiicTByIo1I€EE BemecTBO npenapara Jpamuna® BbIesIseTCs B IPYIHOE MOJIOKO U MOKET yMEHBIIATH

ero BeIpaboTKy. PexomeHryeTcs Ha BpeMsl JIeUeHUs MPEKPATUTh IPyAHOE BCKapMJIIMBaHUE.
YrnpasiieHue TPAaHCIOPTHHIMHU CPeJACTBAMH M padoTa ¢ MeXaHU3MaMM

YuuThIBas HEXKENATENbHBIE PEAKINH, CIEAYeT COOJIOAaTh OCTOPOXKHOCTH MPHU BBIMOTHEHUH
MOTEHIIUATBLHO OMACHBIX BUIOB IEATEIHHOCTH, TPEOYIOIIMX MOBHIIICHHOW KOHIIEHTPAIIUH BHUMAHUS
U OBICTPOTHI TICMXOMOTOPHBIX peakiuil (ympaBieHHE TPAHCHOPTHBIMU CpeAcTBamMH, paboTa ¢

JOBUKYLIMMECS MEXaHU3MaMu, paboTa AucIeTyepa U orneparopa).

3. Ilpuem npenapara JIpamuna®
Bcerna npumensiitTe gaHHBIM Mpenapar B MOJHOM COOTBETCTBHUHU C JIMCTKOM-BKJIAJBIIIEM WIIH C
pEKOMEHAALUAMH Jiedaliero Bpaya. [Ipu nosiBaeHnH COMHEHHMH IOCOBETYHMTECH € JIEHalllIM BpauoOM.
Pexomennyemas 103a
[IpuMeHeHue y B3pOCIBIX:
Jlnst mpoUIaKTUKY YKaUMBaHUs CIIeAyeT MPUHUMAThH 1-2 TabneTku 3a 30 MUHYT /0 MOE3AKH.
bosie3Hb ABMKEHMsI WM yKauuBaHHWE (Mopckas 0oie3Hb, aBTOMOOWIIbHAas 00JI€3Hb, BO3AYUIHAs

00JIE3HB):

1-2 Tabnetku 2-3 paza B CyTKH.

HDOd)I/I.HaKTI/IKa n_ JCYCHHUEC CHMIITOMOB BGCTI/I6VJI$IDHBIX n J'IaGI/IDI/IHTHBIX HapyIISHUHN

(FOJ'IOBOKDV}KGHI/IG, TOIIHOTA, DBOTa), 3a HCKJIKYCHHUEM CHUMIITOMOB, BbI3BAHHBIX

OPOTHUBOOIYXOJIEBOU TEPAITUEN:

1-2 Tabnetku 2-3 paza B CyTKHU.

boae3sus Menbepa:

1-2 TabneTku 2-3 pasza B CyTKH.

MakcumanbHasi CyTOYHas 03a I B3POCIBIX HE Ao KHA peBbimath 350 mr (7 TabieTok).

TlanmeHThl TOKUJIOT0 BO3pacTa

Jns nedeHus MOXKWIBIX MALUKUEHTOB CIEAYET NPUMEHATh MUHHMAJIbHYIO PEKOMEHIYEMYIO 03y
mpenapara s B3pOCHbIX, TaK KakK IAalMEHTbl JaHHOW TIpynmbl 00JaJatoT IMOBBIIEHHON
4yBCTBUTEIBHOCTBIO K AHTUXOJMHEPTUYECKOMY JIEHCTBUIO IIpenapara.

IIpuMeHeHne y aeTeil H NOAPOCTKOB

Jlnst mpopUIaKTUKY YKa4MBaHUs IpenapaT cielyeT IpuHUMath 3a 30 MUHYT 0 TOE3/KH.

Hetu crapue 12 ner:

Bosnesus aBrmxenns (Mopckas 00JI€3Hb, aBTOMOOMIbHAA 00I€3Hb, BO3IYINHASA O0JIE3Hb):
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encadi 2 TAGHETRIN2 3 pasa B CyTKH. (MOCNEOQOBATENEHOCTL 0011)

MOCNEAQBATENHHOCTL 0018

TIPOWNMITAKINKd "1 JCUCHUC CUMIITOMOB BGCTI/I6VJ‘I$IDHI)IX u J'Ia6I/IDI/IHTHHX HaDVH_IeHI/Iﬁ

(I‘OJIOBOKDV)KGHH@, TOIIHOTA, DBOTa), 3a HCKJIIOYCHHUEM CHUMIITOMOB, BbI3BAHHBIX

OPOTHBOONYXOJIEBOI TEpPAITHUEN:

1-2 TabneTku 2-3 pasza B CyTKH.

bonessp Mennepa:

1-2 Tabnetku 2-3 paza B CyTKH.
MakcumanbHast CyTO4Hass J03a JuId JeTed crapme 12 Jer He JOoJDKHA IpeBBIIIATh

350 mr (7 TabneTok).

Hetu ot 7 no 12 ner:

Bosnesus aBuxenus (Mopckas 00J€3Hb, aBTOMOOWIBbHAA 00I€3Hb, BO3AYINHASA 0O0JIE3Hb):

Y% - 1 Tabnerka 2-3 pa3a B CyTKH.

HDO(bI/IJ'IaKTI/IKa n_ JICYCHHUC CHMIITOMOB BGCTI/I6VJ'ISIDHI)IX n J'Ia6I/IDI/IHTHI)IX HapyIICHUN

(FOJ'IOBOKDV}KGHI/IG, TOIIHOTA, DBOTa) . 3a HCKJIKYCHHUEM CHUMIITOMOB, BbI3BAHHBIX

OPOTHBOONYXOJIEBOH TEpPAIIHUEN:

Y% - 1 Tabnerka 2-3 pa3a B CyTKH.

bonessp Mennepa:

2 - 1 Tabnerka 2-3 pasa B CyTKH.
MakcumanbHasg CyToyHas J103a 1J1d IeTei B Bo3pacte oT 7 10 12 net He qospkHa npebimath 150 mr

(3 Tabnetkn).

Hetu ot 3 10 6 ner:

Bosnesup aBmxenns (Mopckas 00JIe3Hb, aBTOMOOMIbHAA 00I€3Hb, BO3IYITHASA O0IE3Hb):

Ya - > TabneTku 2-3 pasa B CyTKHU;

HDOd)I/I.HaKTI/IKa n_ JCYCHHUEC CHMIITOMOB BGCTI/I6VJI$IDHBIX n J'IaGI/IDI/IHTHBIX HapyIISHUHN

(I‘OJIOBOKDV)KGHH@, TOIIHOTA, DBOTa), 3a HCKIIOYCHHUEM CHUMIITOMOB, BbI3BAHHBIX

OPOTHUBOOIYXOJIEBOU TEpAITHUEN:

Ya - > TabneTku 2-3 pasa B CyTKHU;

boie3sus Menbepa:

Ya - > Tabnerku 2-3 pas3a B CyTKH.

MakcumanbHasg cyTo4Has 403a JJIsl IeTei B Bo3pacTe OoT 3 10 6 JeT He JAOJKHA MPEBBIIATh 75 MT
(1,5 Tabmetkmn).

IIyTh 1 (1K) cocod BBeIeHUs

Ipenapar Jpamuna® npeaHasHaueH TONBKO JJisl IIPHEMA BHYTDb.
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PEIOTBPAIICHUS UM YMEHBIIEHUS CUMIITOMOB. TaOJIeTKH JTydIlle MPUHAUMATh
Mociie TMpHeMa IHIIK, YTOOBl CBECTH K MHUHHUMYMY pa3IpakKeHHE >KEIyJIKa, W 3aluBaTh HX
JIOCTATOYHBIM KOJIMYECTBOM KUAKOCTHU (Hampumep, BOAOMH).

IIpoxoIKUTEILHOCTD JIeYeHUs

st ompeneneHus IIMTEIBPHOCTH MPUMEHEHHS Ipenapara ¥ BO3MOXKHOCTH ITOBTOPEHHS Kypca

PUMEHEHHS ITperapara 0OpaTUTECh K Bpady.

Ecau Bl npunsiin 6osbire npenapara Jipamuna®, yem ciie1oBasio

CHUMNOTOMBI TIepelo3upoBKH TpenapaTa JpamuHa® (0cOOEHHO y AeTel) CXOMHBI C CHMITOMAaMH
MEepeI0O3UPOBKU aTPOIMHOM M BKIIIOYAIOT CYXOCTh BO PTYy, HOCY M TOpJie, MOKpAacHEHHE Julla,
3aMEUICHHOE WM 3aTPyAHCHHOE JbIXaHWe, cIaboCTh, paCIIUpPEHHBIC 3pauku, BO30YXKICHHE,
TAUTIONUHAIINY, CIIyTAaHHOCTh CO3HAHMS, AaTaKCHIO (HAPYIIEHUE COTIACOBAHHOCTU JBUKCHHMA
Pa3IMYHBIX MBIIII), TPEPHIBUCTHIE KIOHUYECKHE CY0POTH, KOMY, KapIMOPECTTUPATOPHbBIN KOJLIAIC
(ocTpoe HapyIIeHHUE IbIXaHUs U PAOOTHI CEPACYHO-COCYIUCTON CUCTEMBI) U CMEPTh.

CHUMIITOMBI TIEPEO3UPOBKUA MOTYT OBITH OTCPOYCHBI IO IBYX YaCOB MOCJIE BBEICHUS H30BITOUHBIX
7103 TIpernaparta, a CMEPTh MOXET HACTYNMHUTh B TeueHUe 18 4acoB. Y B3pOCIBIX OJHOBPEMEHHBIH
npuem 10 u Gonee Tabnerok npenapara Jpamuna® (500 Mr u 6oj1ee) MOKET BBI3BATH 3aTPyJHECHUE
peuH U TII0TaHUs, CUMITOMBI aTPOIMHONOJ00HOTO ICHXOHEBPO3a.

[Ipy mosiBAEHHMM CUMOTOMOB IE€PEAO3UPOBKHU, CIEAYyeT OOpaTUThCS K Bpady AJs MPOBEACHUS
COOTBETCTBYIOIIETO JICUCHHUSI.

JleueHnne

Jleyenne cummnTomMatuyeckoe W mojAepxkuBatoniee. PekoMeHayeTcs BBeJICHHE aKTHBHUPOBAHHOTO
yriis. PBOTHBIE cpeicTBa 00bIYHO HEI(DPEKTUBHBI, HO TPU OTCYTCTBUH CYIOPOT MOXKET OBITH MOJIE3HO
paHHee IPOMBIBAHHE JKETYIKa (C YHAOTPaXeaTbHON HHTYOAIUel, 4TOOBI TPETOTBPATUTH ACITUPALIUIO
COJIEPKUMOTO JKEITyAKa).

[TaruenTa cnexyeT aepkaTh B CIIOKOHHOM 0OCTaHOBKE, YTOOBI CBECTH K MUHUMYMY CTUMYJISIIUIO
HHC. Cynoporm MOXHO JeuuTh auazenamoM. Jlns oOjerdeHusi TSDKENIBIX CHMIITOMOB
AHTUXOJIMHEPTUYECKOTO CHHIPOMA MOXXHO TMPUMEHATh (PU3OCTUTMUH (TIOCTE TPOBEACHUS
(hU30CTUTMHUHOBOH MPOOKI) BHYTPUBEHHO.

[Ipu BBIpa’)k€HHOM YIHETEHUU JbIXaHHUSI HEOOXOIMMO HCIIOIb30BaTh PECITUPATOP.

Ecsiu Bol 3206111 npuasaTh, npenapat Jpamuna®

Eciu Bbl nmpuHEMaeTe mpemapaT KypcoM M 3a0bLmd HpuHATh TpenapaT Jpamuna®, mpocTo
MPOJOJKUTE TIPUEM Tpernapara COrJIaCHO PEKOMEHJAIUSM, IMPEICTABICHHBIM B JTOM JIHCTKE-
BKJIaJIpIIE B pasjene «Pekomenayemas 103a».

He nmpunumaiite 1BoiiHy0 103y, 4TOOBI KOMIIEHCUPOBATH MPOIYIIICHHYIO TaOJIETKY.
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Bpady.
Ecau Bl npexkpatuin npuem npenapara J[pamuna®
Eciau Bbl npuHsanM pelieHue NpeKpaTUTh NPUEM Ipenapara 10 OKOHYaHUS HAaMEUYEHHOIO CpoKa
nedeHus, BaM He00X0MMO MTPOKOHCYJIBTUPOBATHCS C JIHAIlUM BPauoM.
[Ipu HamuuuKU BOIPOCOB 1O NPUMEHEHUIO MIpernapaTa 0OpaTUTECh K JieyallleMy Bpayvy.
4. Bo3moxkHBbIe HexkelaTeIbHbIe peaKIuu

[Tono6HO BCEM JIEKapCTBEHHBIM —Mpemapartam, npenapaT Jlpamuna® MOXET — BBI3BIBATH
HEXKeaTelbHbIE PEaKLIUH, OJHAKO OHM BO3HUKAIOT HE Y BCEX.
Ipexparure npuem npenapara Jlpamuna® u HemenieHHo o6paTurech K Bpa4y, ecim y Bac:

— TsDKenas aJulepruueckas peakuus (Takue peakliy BCTPEUaloTCs peaKo)

— CyJOpOTH, pBOTA (3apErUCTPUPOBAHBI eITMHUYHBIE CJIYYaH ITOJ0OHBIX PEaKLINi)
HexenaTenbHble peakuMu, KOTOPbIe MOI'YT BOBHUKHYTH Ha (DOHe IPUMMEHEeHHs penapara

OueHpb yacTo (MOIYT BO3HUKATH vV Ooiiee ueM 1 yenoBeka uz 10)

—  MBbIIIeYHas ¢c1adoCTh.

Yacrto (MOryT BO3HUKATH He OoJiee ueM v 1 yenoseka u3 10)

— COHJIUBOCTB;
— HapylIeHUE MOYEUCITYCKaHUs (3aepKKa MOUU U3-3a AHTUXOJIUHEPTHUECKOT0 dPPeKTa);
—  3QJI0)KEHHOCTh HOCA;

— W3MCHEHUs HaCTPOCHHs, BO30YKICHHUE, TPEBOT'a;

— CYXOCTb BO Ty, 3a10p, Auapes, TOIIHOTA, O0JIb B )KUBOTE.

HeuacTo (MOryT Bo3HHKATE He Oosee yeM v 1 yenmoseka u3 100)

— TOJIOBOKPY’KEHHE, 0CJTabJeHNe KOHIICHTPAIIM BHUMAHHS M TaMATH (OCOOCHHO Y TIOKUJIBIX ),
TpPEeMOp, HapyIICHUE KOOPIUHAIINHU, CITyTAHHOCTh CO3HAHUS, TAJUTFOIIMHAIIH;
— OeccoHHHIIA.

Peako (MoryT Bo3HHKAaTh He Oosee yeM v 1 gemoseka u3 1 000)

— TOJOBHa:d 60.]'[1:, HapyHmICHUC CHA, OPTOCTATUYCCKAA T'MIIOTCH3US,

y4YalieHHoe cepaneOneHne (Taxukapus) U TUIIOTOHUS;

rllayKoma, HapylIeHusl 3peHus (Muapua3, IOMyTHEHHE 3pEHUs, TUTLIONNUA);

3BOH B yIlIax;

CBITb, TOKPACHEHUE KOKU WJIM CITU3UCTON 000I0YKH (IpUTEMA);

TsDKeNasi ajulepruyueckasl peakius (aHapUIAKTHUYECKUH MoK, OTEK, B TOM 4YHCIE OTEK
KBunke).

OueHb peako (MOrYT BO3HUKATH He Oosiee ueM v 1 yenoseka u3 10 000)
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cramy st LIHC, ocobenno y aereid);
— HapyIIEeHUs, CBI3aHHBIC C KOMITOHEHTAMH KPOBH (T€MOJUTHYCCKAs aHEMHUS, arPaHyJIOIUTO3,
HEHTPOIEHUS, TCHKOTICHHSI, TPOMOOIUTOIIEHHUS MJIH IMaHI[UTOIICHHUS).

Heu3sBecTHO (I/ICXOI[H N3 UMCIOIIMXCA JaHHBIX, YaCTOTY BO3ZHUMKHOBCHHUA ONPECACINTH H6B03MO}KHO)

CyJ10pOru;

— TIOTeps anmneTuTa, pBOTa;

— aJJIepruveckue KOXKHbIe peakiuu, pOTOuyBCTBUTEIBHOCTD;

— TIOBBIIICHHAS BSI3KOCTh OPOHXUAIBHOTO CEKPETa;

— OTKJIOHEHHE OT HOPMbI OMOXMMHUYECKUX MOKa3aTeNneil PyHKIIMOHATBHOTO COCTOSHUS MIEUYECHU

(xonecraruueckas Keiryxa);

CHMXXCHUC BBIACIICHHUA I'PYyAHOI'O MOJIOKA.

Coo0uieHne 0 HexeIaTeJbHBIX PeaKIuAX

[TpokoHCYIbTUPYHTECH C BpauoM, eciid y Bac BO3HUKAIOT Kakue-TnOO HEKEeNaTebHbIE PEaKIUH.
JlaHHas peKOMEHIaIMsl PaCIpOCTPAHAETCS Ha JII0ObIe BO3MOXHBIC HEKEJIATEIIbHbIE PEAKIIMU, B TOM
4HCJIe HE NIEPEUNCIICHHBIE B JINCTKE-BKJIA/BIIIE.

BbI Takke MOXKeTe COOOIINUTH O HEKENATEIbHBIX peakusaX B MHPOPMALMOHHYIO 0a3y NaHHBIX MO
HEXXEJIaTeNbHbIM PEaKUUsAM (IeHCTBUSAM) Ha JIEKaPCTBEHHBIE IpENaparthl, BKIOYas COOOIICHUS O
He3(PPEKTUBHOCTH JICKapPCTBEHHBIX IIpEnapaTos, BBISIBJICHHBIX Ha TEPPUTOPUU
rocynapcrsa — wieHa EBpa3uiickoro 5KOHOMHYECKOTO CO03a.

Poccuiickas @enepanusa

denepanbHas ciryx0a mo Haa3o0py B cdepe 3apaBooxpanenus (Poc3apaBHanzop)
Anpec: 109012, r. MockBa, CnaBstHCKas T101Iaab, 1. 4, ctp. 1
Tenedon «ropsruas muHus» Poczapasuaazopa: +7 800 550 99 03

OnexrponHas noura: pharm@roszdravnadzor.gov.ru, npr@roszdravnadzor.gov.ru

WuTepHer-caift: https://roszdravnadzor.gov.ru/

PecnyoOauka Kaszaxcran

PI'TI na ITXB «HauuoHaIbHBIN HEHTP IKCIEPTU3BI JIEKAPCTBEHHBIX CPEACTB U MEIUITUHCKUX
uznenuiny Komurera MeIUIIMHCKOTO U (hapMarieBTHIeCKOro KOHTPosi MUHUCTEpCTBA
3npaBooxpaneHus: Pecnyonmuku Kazaxcran

Anpec: 010000, r. Actana, paiion baitkonsip, yi. A. UmanoBa, 13

Tenedon: +7 (7172) 235135

DOnexTponHas mouta: farm@dari.kz

WutepHer-caiit: http://www.ndda.kz



mailto:pharm@roszdravnadzor.gov.ru
mailto:npr@roszdravnadzor.gov.ru
https://roszdravnadzor.gov.ru/
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ЛП ГП СОГЛАСОВАНО


J1M-Ne002813-IT1-BY COOTRE i KT ONY 0T \
COITACOBAHO T L i GIHET
MWHUCTEPCTBOM 3PABOOXPAHEHMS ot 04.06.2025 Nz 140591

MPVIKAS DJIMKA (NOCNEQCBATENEHOCTE 0011)

I'IOCJ'IE,EI,QBATEJ'IblllOC.Tb 0018

HCIapTaMCHT — JICKAPCTBEHHBIX CPEICTB W  MEOUIMHCKUX H3Aenuil 1npu MuHHCTEpCTBE
3npaBooxpaneHust Keiproizckoit PecryOnmku

Anpec: 720044, r. buiikek, yiu. 3-g Jlunus, 25

Tenedon: +996 (312) 21-92-88 (nHomep otnena ¢papmakonaazopa), 0800 800 26 26 (Homep
«TOPSTYCH TUHUN)

Anpec snekTpoHHo# moutsl: pharm@dlsmi.kg; vigilance@dlsmi.kg

WutepHer-caiit: http://www.dlsmi.kg

PecnyOinka ApMeHus

I'HKO «lleHTp 3KCnIepTU3bI JEKAPCTB U MEAUIIUHCKUX TEXHOJIOTHUI»

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

Tenedon: (+374 10) 231682, 230896, (+374 60) 830073

Tenedon ropsueit TMHUMA OT/IeTIa MOHUTOPHHTA 0€30MaCHOCTH JICKaPCTBEHHBIX cpencTs: (+374 10)
200505, (+374 96) 220505

Anpec 31eKTpoHHOM mouThl: info@ampra.am, vigilance@pharm.am

WutepHer-caiit: http://www.pharm.am

Pecny0Oauka bemapyce

Pecny6nukanckoe yautapHoe npeanpustue «L{[eHTp sxcrepTu3 u UCTIbITaHUuH B
3/IpaBOOXPaHEHUI

Anpec: 220037, r. Munck, ToBapuiieckuii miep., 2a

Tenedon: +375 (17) 231 85 14

®axc: +375 (17) 252 53 58

Tenedon ornena ¢papmakoHaazopa:

+ 375 (17) 242 00 29

OnexktpoHHas noyra: repl@rceth.by

WNuTtepuer-caitT: http://www.rceth.by

5. Xpanenue npenapara JIpamuna®

XpaHuTe nnpenapar B HEAOCTYIIHOM JUIs IETEN MeCTe.

He npumensiiTe npenapar mocjie MCTEUYEHUS CPOKa TOAHOCTH (CpOKa XpaHEHHs), YKa3aHHOTO Ha
ynakoBKe rociie Haanucu «l ozieH 10:».

Cpoxk roiHOCTH 5 JIeT.

XpaHUTh B OPUTMHAIBHOM YIIAaKOBKE IpHU TeMIiepaType He Bbie 25°C.

He Be1OpackIBaiiTe HEMCITONH30BaHHBIN OCTATOK Mpernapara B KaHAIU3aIUI0. Y TOUHUTE y pabOTHHKA
anTeKu, Kak n30aBUTHCA OT IpenapaToB, KOTOpbIe OoJblle HE MOTPEOYIOTCS. DTH MEphl MO3BOJIST

3aIIUTUTh OKPYKAIOLIYIO CPEy.


file://e.mail.ru/compose/?mailto=mailto%3apharm@dlsmi.kg
mailto:vigilance@dlsmi.kg
http://www.dlsmi.kg/
mailto:vigilance@pharm.am
http://www.pharm.am/
mailto:rcpl@rceth.by
http://www.rceth.by/
ЛП ГП СОГЛАСОВАНО


J1M-Ne002813-IT1-BY ~OOTE o AKCTER OMY 0T Y

COITACOBAHO COOTEETCTEVET KCTIEFTHOMY OTHET:
MWUHUCTEPCTBOM 3PABOOXPAHEHMS ot 04.06.2025 Nz 140591

PECMYBNVKM BENAPYCh

MPUKASOM OT 17.11.2025 Ne 1384 6. Conep:xkumoe ynakoBKM U NpoH A€ Cheiermust C1EHOCTL 0011)

MOCNEAOBATENLHOCTL 0018

— IIpenapart JpaMuaa® CoMepsKuT:

JlelicTByrolee BEMIECTBO - AUMEHIUIPUHAT.

1 TabneTka coAepKUT TUMEHTHAPUHAT — 5O MT.

BcrnoMorarensHble BemiecTBa: JyIUIPEcC [JIAaKTO3bl MOHOTHAPAT, MOBUAOH K30, KpocmoBUIIOH],
LEJUTI0JI03a MUKPOKPUCTAINIMYECKAst, MarHus cTeapar.

Bueurnuii Bux npenapara JIlpamuna® u coepskamMoe ynakoBKH

Jpamuua® mpescraBnseT coboif Kpyrible, IJIajgKHe, MIOCKOLMIMHAPUUECKHE TaOIeTKH Oeoro
1BeTa, ¢ (hacKoi M PUCKOW HA OJTHOW CTOpPOHE.

I[To 5 wmm 10 Tabmerok B IIBX/An Gmuctepe. OmuH OnmcTep BMECTE C JUCTKOM-BKIIAJIBIIIIEM
IIOMEMIAI0T B KAPTOHHYIO ITaYKYy.

Jep:kaTeib pPerucTpalMOHHOIO YAOCTOBEPEeHHS] M NMPOU3BOAMTENb (BCe CTAAUM, BKJIKOYAS
BbINYCKAKIINI KOHTPOJIb Ka4eCcTBAa)

XopBarust

SJPAH-T AJJEHCKU JIABOPATOPUM a.o., Ceuro 20, 51000 Puexa.

Opranunsanus, NPUHEMAIOLIAS PeTeH3UU NoTpeduTe el

Poccuiickas denepaims

000 «AOPAH»

Anpec: 119330, r. Mockaa,

JlomoHocoBckwii ip-T, A. 38, od. 7
Ten./dakc: +7 (495) 970-18-82

OnektponHas nmoyra: PharmNadzor@jgl.ru

Pecnyonuka Kazaxcran

TOO «JADRAN Kazakhstan» (IIPAH Kazaxcran)

Anpec: 050040, r. Anmartsl, yi. Mapkosa, gom 61/1, v.m. 122
Ten.: +7 (727) 313 20 51

Anpec aneKTpoHHOU nouThl: Regulatory-KZ@jgl.ru

Keipreizckas PecriyOnnka
OcOO «JJIACME]l»
Anpec: 720043, r. bumikek,

yn. Cagsiranuesna, 1 B
Ten.: +996 312 3575 42

OnektpoHHas nmoura: pv@dasmed.kg

PecnyOinka ApMeHus

000 «®DAPM TPACT»
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ЛП ГП СОГЛАСОВАНО


gg-r“‘ﬁcﬁzggﬂ% COQOTBETCTEBYET IKCMNEPTHOMY OTYETY

MUHVICTEPCTBOM 3[]PABOOXPAHEHMS ot 04.06.2025 N= 14051

HPMW%%C@ ﬁ@%gﬁflg}ge aH, kBapTan CuianksH, 2-1 ynuua, 25/1  (NOCNEOOBATENEHOCTE 00110

MOCNEAQBATENBHOGTE 0018
Jﬁr@%‘?ﬂ-}ﬂj—sﬁfﬂ-m

OnexktpoHHas noyra: pharmtrust@yandex.ru

PecnyOiuka Bemapyces

Axmmmoneproe o6mectBo «JADRAN-GALENSKI LABORATORIJ d.d.» Pecy6nuka XopBaTusi,

nerictBytomee yepes [IpencraButenbeTBo akimoHepHoro oomectBa «JADRAN-GALENSKI
LABORATORI d.d.» (Peciybniuka Xopsatusi) B Pecniybnuke benapych

Anpec: 220062, r. MuHCK,

mp. [To6equreneit, n.104, momemienue 6

Ten.: + 37529 166 71 25

Onexrponnas noura: Elena.Yartseva@jglpharma.com

JINCTOK-BKJIAABIII NnepeCMOTpPEeH

IIpoyue ncrounuku uHGopmManuun
[TonpoOHbIe cBeneHHS O JIGKAPCTBEHHOM IIperapare cojepxkarcs Ha BebO-caiite Coroza:

https://eec.eaeunion.org
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