OBILIAA XAPAKTEPUCTUKA JTJEKAPCTBEHHOI'O ITPEITAPATA

1. HAMMEHOBAHUME JIEKAPCTBEHHOI'O IIPEITAPATA

Hanresun dopte, 550 Mr, TabieTku, MOKPHITHIC IFICHOYHOH 000710YKOM

2. KAMECTBEHHBIN 1 KOJIMYECTBEHHBIA COCTAB

JlelicTBytOII€€ BEMIECTBO: HAITPOKCEH.
Kaxnas Tabnerka cogepxut 550 Mr HanmpoKkceHa HaTpusl.

BemecTBa, Hanu4yue KOTOPBIX HAA0 YYHMTBHIBATh B COCTaBE JICKAPCTBEHHOIO Iperapara: HaTpuil
(cM. paznen 4.4.).

ITonubrit MNEPCUCHDb BCIIOMOTI'aTCIIbHBIX BCHICCTB ITPHUBCACH B Pa3aciic 6.1.

3. JEKAPCTBEHHAS ®OPMA

TabneTku, MOKPHITHIE MIICHOYHOU 000T0YKOA.

OBasbHbIE JIBOSKOBBIIYKJIbIE TAa0OJETKM C PUCKOM Ha OJHOM CTOPOHE, MOKPHIThIE IIEHOYHOMN
000JI0YKO CUHETO IBETA.

Bun Ha uznome: mepoxoBarast Macca 0€10ro 1IBETa ¢ IIIEHOYHOM 000JI0YKOM CHHETO 1IBETA.

Ta6J'IeTKy MOKHO Pa3ACJINTb Ha PaBHBIC OO3bI.

4. KIMHUYECKHUE JAHHBIE
4.1. Iloka3zaHusi K IPUMEHEHHIO

[IpenapaT nokaszaH kK IPUMEHEHHUIO y B3POCIHbIX U AETEH U OJPOCTKOB B Bo3pacte oT 16 jer.

e 3aboseBaHUs ONOPHO-ABUTaTENbHOIO ammnapara (peBMaTOMIHBIN apTPUT, ICOPHATHUECKUN
apTPUT, IOBEHUJIbHBIN XPOHUYECKUH apTPUT, aHKUJIO3UPYIOLINHA CIIOHAUI0ApTPUT (00JIe3Hb
bexrtepeBa), momarpuueckuil apTpUT, PEBMATHYECKOE TOPAKEHHWE MATKUX TKaHEH,
0CTE0apTpO3 MepuPepuIecKuX CYCTaBOB U MO3BOHOYHUKA, B TOM YHUCIE C PATUKYJISIPHBIM
CUHAPOMOM, TEH/IOBarMHUT, OYPCHUT).

e bosieBoii cUHAPOM CITa00¥ WM YMEPEHHOU CTENEHU BBIPAXKEHHOCTH: HEBPAITHS, OCCAIITHS,
MHUANTHs, JTIOMOOMIINANTHS, MOCTTpPAaBMaTHYeCKU Oo0NeBOW CHHAPOM (pacTsKEHHS H
yIIKOBI), COMPOBOKIAIOMIMIICS BOCHaleHHEM, O0Jb B IOCIEONEPALlMOHHOM Iepuojae (B
TPaBMAaTOJIOTHH, OPTOIEANN, THHEKOJIOTHH, YEIOCTHO-IULEBOW XUPYPIUH), TOJIOBHAs OO0JIb,
MUTPEHbB, AIbIOJUCMEHOPEs, aTHEKCUT, 3yOHast 00JIb.

e B cocraBe KOMIUIEKCHOW Tepanuu HHPEKIIMOHHO-BOCTIAIUTENbHBIX 3a00I€BaHuil yXa, ropa,
HOCA C BBIPA)KEHHBIM O0JIEBBIM CUHAPOMOM ((apuHTUT, TOH3WUIUT, OTHT).

e JIuxopaaouHbIil CHHIPOM MIPU IIPOCTYTHBIX» U WH(PEKIHNOHHBIX 3a00JIeBaHUSIX.

[Ipemapat Hanre3un ¢popTe npuUMeHSeTCs ISl CAMITOMATHYCCKOUW Tepanuu (JI1s1 yMEHBIIICHUS 00JIH,
BOCHHAJICHHUA U CHUMXXCHHA HOBBIIHCHHOﬁ TCMHepaTypr Tena) U Ha HpOFpGCCHpOBaHI/Ie OCHOBHOI'O
3a00/I€BaHN HE BIIUAET.



4.2. Pe:kxuM 103MPOBAaHHUS M CIOCO0 MPUMeEHEHHUs!

PexxuM mo3upoBanus

Bspocnvie

OOBIUHO CyTOYHAs /1033, MPUMEHsieMas Ui obOserdeHusi 0oJu, coctaBiseT 1—2 tabnetku (550—
1100 mr).

[Ipy o4yeHb CHIIBHBIX OOJISX W OTCYTCTBUM B aHAMHE3€ KEJIyJIO0YHO-KHIICYHBIX 3a00JeBaHUi Bpad
MOJKET YBEJIMYUTh CYTOUHYIO 703y 110 3 TabneTok (1650 Mr), HO He Oojee yeM Ha 2 HeJelnu.

[Tpu npumenennu npenapara Hanresun ¢opre B kauecTBe )KapOIMOHMKAIOIIETO CPE/ICTBA HAadaIbHAs
no3a cocrapisier 1 Tabnetky (550 mr), nanee mpuHHUMAaETCs MO Y2 TabneTku (275 Mr) Kaxkasie 6—
8 vacos.

Jlist mpeaynpexaeHusi IpUCTYIIOB MUTPEHH pekoMeHayeTcs 1 tabnerka (550 mr) nBa pa3a B JACHb.
OnHaKo JieYeHUE JOJKHO OBITh IMPEKpAIIeHO, €CIIM YacTOTa, MHTEHCHMBHOCTh U JJTUTEIHHOCTD
MPUCTYIIOB MHUTPEHH HE YMEHBIIAIOTCS B TedeHue 4-6 Hemenb. [Ipu mepBBIX TpHU3HAKAX
MUTPEHO3HOTO NMPUCTyNa Bbl Mo/KHBI puHATH 1Y4 Tabnerku (825 Mr), a mpu HEOOXOAUMOCTH €IIIe
Y51 tabnerky (275-550 mr) ciiyctst 30 MUHYT.

Jlns obnerdeHuss MEHCTpYyaibHBIX OoJsiell M cra3MoB, OoJiel Mociie BBEICHUS BHYTPUMATOYHBIX
cnupanet (BMC) wu gpyrux TruHEKOJOrM4ecKuX Oojell (agHEeKCUT, poAbl B KayecTBe
aHAJIBI€3UPYIOLIET0 U TOKOJIMTUYECKOI'O CpEICTBA) PEKOMEHIyeTCsl Ha3HadeHHWe IpenapaTta B
HavyaJbHOM 1103e, coctapisitonieit 1 Tadnetky (550 mr), nanee mo 2 Tabnetku (275 mr) kaxapie 6—
8 yacos.

IIpu ocTtpoM mpucTyle mmojaarpbl HadajdbHas Jo03a cocTaBiseT 1% tabnetku (825 mr), nanee
1 tabnetka (550 mr) cmycts 8 yacoB, a 3areM Y2 Tabnerku (275 Mr) Kaxkasle 8 4acoB 10
MPEeKpaIIeHus IPUCTYTIA.

ITpu peBMaTOMAHBIX 3a00J€BaHUAX (PEBMATOMAHBIN apTPHUT, OCTEOAPTPUT M AHKUIO3UPYIOIIMN
CTIOH/IMJINT) OOBIYHO HavyalibHAas J103a npemnapara cocraBisieT 1-2 tabnerku (550-1100 mr) aBa pasza
B JeHb (yTpoMm U Bedepom). HawanbHas cytounas mos3a, cocrasistomas 1%2—3 tabnetku (825—
1650 mr), pekoMeHIyeTCsI AIeHTaM C BRIPOKEHHONW HOYHOM OOJIBIO W/WITH BBIPAKEHHON YTpEeHHEH
CKOBAHHOCTBIO, MAallME€HTaM, NEPEeBOJUMBIM Ha JIEYEHUE HAMPOKCEHOM C BBICOKHX J103 JAPYIHX
HECTepOMIHBIX MPOTUBOBOCHANNTENbHBIX MpemnaparoB (HIIBII), u nmanuentam, y KOTOphIX 00Jb
SBIIAETCS BeAylIUM cuMITOMOM. OOBIUHO cyTOouYHas A03a coctaBnseT 1-2 tabnerku (550-1100 mr),
MIPUHUMAEMBbIE B IBa ITpHEMa.

YTpeHHss U BeUepHsis 103bI MOTYT OBITh HEOMHAKOBBIMH. C coracus jieualiero Bpada Bel Moxere
M3MEHATh X B 3aBHCHUMOCTH OT TpeoOiagaHusi CUMIITOMOB, T. €. HOYHOW OOJIM W/WIHM yTPEHHEH
CKOBaHHOCTH.

JUis CHMKEHUSI pUCKa Pa3BUTHUSI HEXKEJIATEeNbHBIX peakUuid CO CTOPOHBI KEIYyAOYHO-KUIIEYHOTO
tpakta (JKKT) cnenyer npuMeHATs MUHUMAIBHYIO 3P (GEKTUBHYIO 103y MUHUMAJIbHO BO3MOKHBIM
KOPOTKHM KYPCOM.

Ecnu y manuenTa co3acTcst BliedaTyIeHUe, 4To A3QQeKT npenapara OueHb CHIIbHBINA UITH CIIa0bIi, eMy
clieyeT cooOIUTh 00 ATOM JieyallleMy Bpady UiIu paOOTHUKY alTeKH.

€T’
Hemu 6 sospacme om 16 n1em
PexxuM 103MpOBaHuUs aHAJIOTUYEH PEKUMY JO3UPOBAHUS JJIs B3POCIBIX.

Jlemu u noopocmku 6 so3pacme 0o 16 nem



[Tpenapat Hanrezun ¢opre mpoTHBOMOKa3aH JUIsi IPUMEHEHHUS Y I€TEH U MOIPOCTKOB B BO3PACTE 10
16 ner.

Cnoco0 nmpuMeHeHus

BuyTpsb.

4.3. IlpoTuBoONOKa3aHUS

e [umep4yBCTBUTEIBHOCTh K HAMPOKCEHY WM K JIIOOOMY W3 BCIIOMOTAaTENbHBIX BEIICCTB,
MepEYHCIICHHBIX B pazjaene 6.1.

e [lonHoe niK HENMOJHOE coYeTaHne OPOHXUAIBHOM aCTMBI, PELIUAUBUPYIOLIETO MOJIUII03a HOCA
WIA OKOJIOHOCOBBIX IMa3yX M HEMEPEHOCHMOCTH AalETHIICATHIIMIOBOM KUCIOTHI U JIPYTUX
HIIBII (B ToM uncie B aHaMHE3€).

e [lepuon nocie npoBeneHUs AOPTOKOPOHAPHOTO LITYHTUPOBAHHUS.

e DpO3WBHO-SI3BCHHBIC M3MCHCHHSI CIM3MCTON JKEMyJIKa WU JABCHAIIATUIICPCTHON KHUIIKH,
AKTHUBHOE JKEJTyJOYHO-KUIIIEYHOE KPOBOTECUCHHE.

e BocnamurensHbie 3a001eBaHMs KUIIEYHUKA (HECTEM(PUUECKHUM S3BEHHBINH KOJHUT, O0JIE3Hb

Kpona) B (haze obocTpenusi.

['emoduus u qpyrue HapyIICHUS] CBEPTHIBAEMOCTH KPOBH.

LlepebpoBacKyIsipHOE KPOBOTCUCHUE HIIM HHBIE KPOBOTECUCHHSL.

JlekoMIieHCHUpOBaHHAs ceplievHast HeIOCTaTOYHOCTb.

BrIpaskeHHast Ie4eHOYHAs HEJOCTATOYHOCTh WJIM aKTHBHOE 3a00JIeBaHUE TICUCHHU.

BripaxxeHHass moueuyHast HefocTtaTro4HOCTh (knupeHc kpeatuHuHa (KK) menee 30 mur/muH),

IpoTpeccupyronre 3a00IeBaHus TTOYEK, TOATBEPKICHHAS THIIEPKAITAEMHSL.

BepeMeHHOCTD, TEPHO/I TPYIHOTO BCKapMiIHBaHus (cM. pasaen 4.6.).

e JleTu ¥ MOAPOCTKH B Bo3pacTte 110 16 yer.

4.4. Ocobble yka3aHus U Mepbl MPeJ0CTOPOKHOCTH NPH NPUMEHEeHUH

[Ipenapat cnexyer Ha3HA4YaTh C OCTOPOKHOCTBIO B CIEAYIOIIMX CIIydasX: UIIeMH4yecKas OO0Jie3Hb
cepaua, 1epeOpoBacKysspHble  3a00JieBaHMs, 3acToiHas  cepAedyHas  HEJAOCTaTOYHOCTH,
JTUCIUNIUAEMUS/TUTIEPIIUIIUAEMUS], caXapHbI AualeT, 3a0ojeBaHUs NEepUPEPUUYECKUX apTEpUid,
kypenue, HapymeHue ¢pyHkiuu nouek (KK 30-60 mn/muH), aHaMHECTHYECKHE TaHHbIE O Pa3BUTHU
s3enHoro nopaxenust JKKT, nanmune undexkuun Helicobacter pylori, mpumenenue y nanueHToB
MOKHJIOTO BO3pacTa, CUCTEMHAs KpacHasi BOJIYaHKa WIIM CMEIIaHHbIe 3a00JIeBaHUsl COeAMHUTEIIbHON
Tkau (cunapom Ilapma), anurensHoe npumenenue HIIBII, wactoe ymoTtpeGneHue aiakorosis,
TSDKENble COMaTHUYecKue 3a00JieBaHUs, COMYTCTBYIOIIAs TEpamus CICAYIOIMIMMHU MpenapaTamu:
aHTHKOAryJIssHThl (Hampumep, BapdapuH), aHTHArperaHThl (HalpuUMep, aleTHUICATUIMIOBAS
KHUCJIOTa, KIOMUJOTpEN), TepopajbHble  TIIOKOKOPTUKOWIBI  (HampuMmep, MPEIHU30JIOH),
CEJIEKTUBHbIE HHTMOUTOPHI OOPAaTHOTO 3axBaTa CEPOTOHMHA (HApUMeEp, HUTAIONpaM, (PIIyOKCETHH,
MIAPOKCETHH, CEPTPAIIUH).

He cnenyer mnpeBblmaTh [103bl, yKa3aHHbIE B HMHCTPYKIMH. [[Isl CHMKEHUS pHCKa pPa3BUTHUS
HeXenaTenbHbIX peakiuii co croponsl XKKT crnenyer nucnoiabp3oBaTe MUHUMAIBHYIO 3QQEKTUBHYIO
7103y MUHUMAJIBHO BO3MOKHBIM KOPOTKHM KYPCOM.

Ecnu 6071b 1 TMXOpajika COXpaHSIOTCS WM CTAHOBATCS CHIIbHEE, AIIMEHTY CIIelyeT 00paTUThCs K
Bpady.
[TarmenTam ¢ OpOHXMANBHOM aCTMOM, C HApyIIEHUSIMUA CBEPTHIBAEMOCTH KPOBH, a TAK)KE MAallUEHTaM

C TUIEPUYYBCTBUTEIBHOCTHIO K IPYTMM aHAJIbIeTHKaM Mepe]l mpuemMoM npenapara Hanresun dopre
CJIeyeT IPOKOHCYJIBTUPOBATHCS C BPAYOM.



C OCTOPOKHOCTBIO CIEIyeT Ha3HauaTh IIALMEHTaM C 3a00JE€BaHMSMU II€YEHU U IIOYCUHOMH
HEI0CTaTOYHOCThI0. Y MAIMEHTOB C IOYE€YHON HEJOCTAaTOYHOCTHIO HEOOXOAMMO KOHTPOJIMPOBATH
KK. IIpu KK menee 30 Mi/MHH TpUMEHSTHh HANpPOKCEH MPOTHBOMNOKa3aHo. [Ipu XpoHHYECKOM
QJIKOTOJIBHOM M Jpyrux (opmax LuUppo3a MEYEHM KOHIEHTpAllMs HECBSI3aHHOI'O HAlpOKCEHa
MOBBIIIACTCS, TOITOMY TAaKUM IMAIEHTaM PEKOMEHAYIOTCs OoJiee HU3KMe 103bl. [locne nByx Henenb
IIPUMEHEHMs IIperapaTa HeoOXOUM KOHTPOJIb IToKa3aTesell pyHKIUM eYeHU.

[Ipemapar Hanresun ¢opte HE claeayeT NPpUHUMATh BMECTE C JPYTHMH IPOTHBOBOCIATUTEILHBIMA
1 060JIeyTOJSAIOIIMME TpernapaTaMu, 3a UCKII0YEHHEM Ha3HAaYeHH Bpaya.

[ManmeHTaM MOKUIIOTO BO3pacTa TAaK)Ke PEKOMEHIYIOTCS 00Jiee HU3KHUE 03I

Crnenyer u3beraTh nmpreMa HalpOKCEHA B TeueHHE 48 4acoB JI0 XUPYPrHUECKOTO0 BMENIATEIbCTBA.
[Tpu HeoOxoquMOCTH oTpenecHusl 1 7-KOPpTUKOCTEPOUIIOB IIperapar CiielyeT OTMEHUTH 3a 48 4acoB
70 HCCIIEJOBaHMs. AHAJIOTMYHO HAIPOKCEH MOXKET OKa3bIBaTh BIIMSHHE Ha OIpEJICICHUuE S-
TUAPOKCUMHIOIYKCYCHON KMCIIOTBI B MOYE.

[TpuMeHeHHe HANpOKCeHa, KaK W JIPYTHX IMPernaparoB, OJIOKUPYIOMIMX CHUHTE3 MPOCTArJIaHJIWHOB,
MOXKET BIHITh Ha (EPTHIHLHOCTH, TMOTOMY HE PEKOMCHIYETCS JKEHIIMHAM, IUTAHUPYIOIIUM
OCpEMEHHOCTb.

Tspxenble KOKHBIE HexenarenbHble peakimn (SCARS)

Coobmanoch 0 pa3BUTHM SKU3HEYTPOXKAIOLIMX WIM JIeTaJbHBIX ciyyaeB cuHIpoma CTuBeHca-
JlxoHcoHa (SJS), Tokcnueckoro snuaepmanbHoro Hekposnsa (TEN) u nekapcTBeHHOM peakuuu B
COYeTaHUHU C P03uHOGMINEH U cucTeMHbIMU cumnTomamu (DRESS-cunnpoma), acconnnpoBaHHBIX
c mpuMeHeHHeM mpemnapara Hanresun ¢opre B mocTtpeructpamuonHom nepuone. [Ipu mepBom
MOSIBIEHUM TPU3HAKOB M CHMIOTOMOB, YKAa3bIBAIOIIMX HA 3TH PEAKLMHU, CIEAyeT HEMEIJIEHHO
oTMeHuTh npenapar Hanresun ¢opre. Ecnu npu npumenenun npenapata Hanresun ¢opre y
narueHTa orMedaiauch cunapoM CtuBeHca-/[PKOHCOHA, TOKCHYECKHUH 3MHIEepPMalbHbBI HEKpOJIU3
wm DRESS-cunnpom, He ciemyer BO30OHOBIATH JIeYEHHWE HAIPOKCEHOM M Ha3HAdaTh €ro B
JaJbHEUIIIEM.

BcnomMorarennHble BElIecTBa

Hampuu

JlaHHBIH JeKapCTBEHHBIHN npemnapat coaepkuT S0 Mr Hatpus Ha | TabieTky, 4To SKBUBaJIEHTHO 2,5 %
OT pekoMeHayemoro BecemupHoii opranuzanueit 3apaBooxpanenus (BO3) s B3pociioro uenoBeka
MaKCHMaJIbHOTO €XEIHEBHOIO MOCTYIUIEHUS, PABHOTO 2 I HATPUS.

4.5. BzaumojeiicTBHe ¢ JPYrHMH JIeKADCTBEHHBIMH TMpenapaTamMm W Jpyrue BHJbI
B3aUMOIeHCTBUA

IIpu neueHN aHTUKOAryJITHTaMU CJIEyEeT UMETh B BUJLy, UTO HAIIPOKCEH MOKET YBEIMYUBATH BPEMS
kpoBoteueHus. He crnenmyer mnpumensts npenapar Hanresun ¢opre OZHOBpEMEHHO C
aleTWwICATMIMIOBOM kuciaoTor, apyrumu HIIBII, Bkmtowas cenektuBHble mHrHOHTOpHI L[OI'-2
(Bo3pacTaHue prcka pa3BuTus no604yHbIX 3¢ dekToB). [1o 1aHHBIM KITMHUYECKON (papMaKOIMHAMUKI
OJTHOBPEMEHHOE MPHUMEHEHHE HAIpOKCEHAa M aleTHJICATUIMIOBON KHUCIOTHI 0ojiee OJHOTO THS
MOKET WHTHMOMpOBAaTh JEHCTBHE HHU3KOH 03Bl alleTUJICAIULMIOBOM KHUCIOTHI HAa aKTHUBHOCTH
TPOMOOIIUTOB; WHTHOMPOBAHHE MOXKET COXPAHATHCS B TEUYEHHE HECKOJbKUX JHEeH mocie
MIPEKpaALICHUs TEPAUKU HAIPOKCeHOM. KiIMHM4YecKkoe 3HaueHNe 3TOro B3auMOIEVCTBUS HEN3BECTHO.

[TanueHTsl, OJHOBPEMEHHO IIOJYYalOIlMEe T'UAAHTOMHBI, AHTUKOAryJISHTBl WU  JApPYyIHE
JIEKapCTBEHHbIE IpenapaThl, CBA3bIBAIOIINECS B 3HAUUTEIBHON CTENEHU ¢ OeJIKaMu IJ1a3Mbl KPOBH,



JOJDKHBI  CJIEIUTh 3a MpPU3HAKAMU [OTEHUUPOBAHUS JEUCTBUS WIM TNEPEIO3UPOBKON ITUX
MIpernapaToB.

[Tpenapatr Hanre3un ¢opre MOXeT CHW)XKAaTh AaHTUTHIIEPTEH3WBHOE NEHCTBHE NPOMPAHOJONa U
Apyrux Oera-agpeHoOI0KaTOpPOB, a TaKKe MOXET YBEIMYMBAaTh PHUCK pPAa3BUTHUS IOYEUHOU
HEJO0CTaTOYHOCTH, CBSI3aHHOM C MPUMEHEHMEM WHIHOUTOPOB aHTMOTEH3MHIIPEBPAIIAIOIIETO
dbepmenta (AIID).

HIIBII Moryr yMmeHbIIaTh MOYETOHHOE JAEUCTBUE IUypeTHUKOB. Ilox nelicTBuEeM HalpOKCEHa
MHIUOMpyeTcsl HaTpuilyperndeckoe neiictBue dypocemuna. JuypeTuku MOryT MOBBILIATH PUCK
Hedporokcuynoctu HIIBII.

WNurubupoBaHue Mo4eyHOro KJIMpPEHCA JIMTUS MPUBOJIUT K YBEIWYCHHUIO KOHIICHTPAIUH JIUTUS B
1a3Me KpoBH.

ITpuem npoOeHenya yBeINYMBAET KOHLIEHTPALMIO HAIIPOKCEHA B I1a3Me KPOBH.
[{uKIOCIIOpUH YBEINYMBAET PUCK PA3BUTHUS IOYEYHON HETOCTATOYHOCTH.

HaHpOKCGH 3aMCAJIICT OKCKPCIUIKO MCTOTPCKCATa, (beHI/ITOI/IHa, Cy.]'[]:(i)aHI/IJ'IaMI/II[OB, YBCIIMUUBAA TEM
CaMbIM PUCK PAa3BUTHA UX TOKCHYCCKOT'O I[ef/'ICTBI/IH.

AHTaI_[I/II[HBIe Iperaparbl, COACPKAIINC Mar"Hui u aHIOMHHHﬁ, YMCHBIIAKOT a6cop6umo HAaIIpOKCCHaA.

MuenoTOKCHYEeCKHEe JICKapCTBEHHBIE CPEACTBA YCHJIMBAIOT TMPOSBICHUS T'€MaTOKCHYHOCTH
npernapara.

[To maHHBIM HWCChaemOBaHM IN VILr0 OJHOBPEMEHHOE MPHMEHEHHE HANMpPOKCEHA W 3HMIOBYIHHA
YBEJIMUMBAET KOHIIEHTPALMIO 3UI0BY/IMHA B IIJIa3ME KPOBH.

OnHOBpEeMEHHOE TPUMEHEHHE KOPTUKOCTEPOUI0B MOKET YBEITMUHUBATH PUCK 00pa30BaHMsI I3BbI UITU
kpoBoteueHust JKKT.

HIIBII mMoryT ycunuBaTh 1eCTBUE aHTUKOATYJIIHTOB, TAKMX Kak BaphapuH.

O,[[HOBpeMeHHOG IMPUMCHCHUC HAIIPOKCCHA U aHTI/ITpOM6OI_II/ITapHLIX MperaparoB, CCICKTUBHBIX
I/IHFI/I6I/ITOpOB O6paTHOFO 3axBaTa CCPOTOHHHA IMOBBIIIACT PUCK PA3BUTHUSA KCITYJOYHO-KUIICYHOT'O
KpPOBOTCYCHUA.

He pexomennyercs omHoBpemeHHblii mpuem HIIBIT B Tedenme 8—12 mHeit mocie NMpUMEHEHHS
MUQENPUCTOHA.

OpnnoBpemenHoe npumenenue HIIBII u Takpoirmyca noBbIaeT puck HePPOTOKCUYHOCTH.

4.6. ®epTUIBHOCTD, 0€PEeMEHHOCTD H JIAKTALMSA

bepemeHHOCTD

[Tpenapat Hanre3un ¢opTe MpoTHUBONOKa3aH NPH OEPEMEHHOCTH.

He cnenyer npumenste HIIBII xenmunam ¢ 20-i Henenn 0EpeMEHHOCTH B CBSI3U C BO3MOYKHBIM
PHUCKOM Pa3BUTHS MAIOBOIUS W/WJIH MATOJIIOTUH MOYEK Y HOBOPOXKICHHBIX (HEOHATAIbHAS TTOYEYHAS
TUCHYHKITHSA).

Jlakranus
[Ipenapar Hanre3un ¢opre mpoTUBOMOKAa3aH B MEPUO/I IPYTHOTO BCKAPMIIUBAHUSI.

DepTHIbHOCTD




[IpumeHeHne HaNpOKCeHa, KaK M JPYrHX MpenaparoB, OJOKUPYIOIIMX CHUHTE3 MPOCTarjaHAUHOB,
MOXET BIHATh Ha (DEPTUIBHOCTH, MO3TOMY HE PEKOMEHIYETCS KCHIIWHAM, IUIAHUPYIOIHM
OEepEeMEHHOCTb.

4.7. BiusiHde Ha CHOCOOHOCTH YNPABJSITH TPAHCHOPTHBIMH CpeACTBAMH M pPadoTaTth C
MeXaHMU3MaMu

HaHPOKCCH 3aMCIJISAET CKOPOCTh PE€AKIUK Y ITallUCHTOB. 3T0 CICOAYCT YYUTHIBATh IIPU YIIPpaBJICHUHN
TPAHCIIOPTHBIMU CPCACTBAMH, MCXaHU3MaMHU H BBIIIOJIHCHUHN 3a4a4, Tpe6y101up1x IIOBBIIICHHOI'O
BHHMAHMU.

4.8. HexkesaTeJibHbIE peaKINU

Pesrome nmpoduist 0e30nacHOCTH

Haubonee yacto Habmogamuch HexenarenbHble peakuun co croponsl JKKT. Bo3moxkHo pasButHe
NeNTUYECKON sI3Bbl, Meppopalvyd WM KEIyIOYHO-KUIIEYHOrO0 KPOBOTEUYEHHUs, MHOTJa CO
CMEpPTEJIbHBIM HCXO0JIOM, OCOOCHHO Y TAIIMEHTOB MOXHJIIOro Bo3pacTa (cM. paznen 4.4.).

Pe3roMe HexellaTeabHBIX PeaKIil

YacToTa BCTpeuaeMOCTH ONpeeIIeHa CICAYIONIIM 00pa3oM:

oudeHb yacto (> 1/10);

gacto (> 1/100, vo < 1/10);

Heyacto (> 1/1 000, Ho < 1/100);

pexxo (> 1/10 000, o < 1/1 000);

o4eHb penako (< 1/10 000);

94acTOTa HEM3BECTHA (HA OCHOBAHWH MMEIOIIMXCS TAHHBIX OIICHUTh HEBO3MOYKHO).

B npenenax kaxaoi rpynmbl 4aCTOTHI BCTPEUYAEMOCTH HEXKENaTEIbHbIE PEAaKIIMK YKa3aHbl B TIOPSJIKE
YMEHBIIIEHUS cepbe3HoCcTU. HexenaTenbHble peakiiuy CrpyImupOBaHbl B COOTBETCTBHUH C MOPSIKOM
Ha OCHOBAaHUU CHCTEMHO-OpraHHbix kiaccoB (COK).

Hapywenus co cmoponul kposu u numgamuueckou cucmemvl:

HEYacTO — DO3UHO(DUINS, TPAHYIIOIUTONECHNUS, JICUKOTIEHUS, TPOMOOIIUTONIEHUSI.
Hapywenus co cmoponvl nepénoti cucmemoi:

94acTo — TOJIOBHAs 00Jb, BEPTUTO, TOJIOBOKPYKEHUE, COHIUBOCTH;

HEYaCTO — JOCHPECCHsA, HAPYIMICHHUE CHA, HCBO3MOXHOCTb KOHICHTPUPOBATHCA, 6CCCOHHI/IIIa,
HEAOMOI'aHHC.

Hapywenus co cmoponwl opeana 3penusi:

4acTO — HApyLIEHUE 3PEHUS.

Hapywenus co cmoponul opeana cnyxa u nabupunma:
4acTo — IIyM B yIIaX, HApYIICHHUE CIyXa;

HEYacTo — CHI)KEHHE CiTyXa.

Hapywenus co cmoponul cepoya:

4acTO — OTEYHOCTb, OLIyIIEHUE CepALleOneHus;
HEYaCTO — 3aCTOMHAs cepAeuHasi HeI0CTaTOUHOCTb.

Hapywenus co cmoponul OvixamenvHoti cucmemsl, Op2arHos8 2pyOHOU KIemKU U CPeOOCMeHUs.
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Y4acTO — OJIBIIIKA;
HEYacTO — Y03MHO(DUIIbHAS THEBMOHUS.

Hapywenus co cmoponbul siceny0ouHo-KuueuHo2o mpakma:

4acTo — 3arop, 60Jb B )KUBOTE, TUCIEIICHS, TOIIHOTA, JUapes, CTOMaTUT, METEOPHU3M;

HEYACTO — >KEITYJOYHO-KHIIEYHOE KPOBOTCUCHHE W/WIIM Mepdopaius KemyKa, KpoBaBas pBOTa,
MeJIeHa, PBOTa;

OYEHb PEIIKO — PELUINB WM 000CTPEHHUE S3BEHHOTO KOJUTa Min 6osie3nn Kpona;
4acToTa HEU3BECTHA — TaCTPHUT.

Hapywenus co cmopoHul neueHu u scenuesbleo0aujux nymei.

HEYacTO — MOBBIIICHHE CHIBOPOTOYHON aKTUBHOCTH «II€YEHOYHBIX» (PEPMEHTOB, JKENTyXa.
Hapywenus co cmoponul Kodtcu u n0OKOHCHbIX MKAHEIL:

4acTO — KOXKHBIN 3y, KOXKHASI ChIIb, SKXUMO3BI, ypIypa;

HEYacTo — aJionenus, PoToepMaTO3bI;

OUYeHb peaKo — OyJUIe3Hble peakiuH, BKIo4as cuHapoM CrtuBeHca-/[>KOHCOHA M TOKCHUYECKUMN
SMUICPMAIbHBIN HEKPOJIU3;

4acTOTa HEU3BECTHA — JIEKAPCTBEHHAs peakiysl B COYETAaHUM C J03MHOPMINEH M CUCTEMHBIMU
cumniromamu (DRESS-cunnpom) (cm. paznen 4.4.); dukcupoBaHHast JeKapCTBEHHAS CHITIb.

Hapywenus co cmopoHbl mbluieunotl, KOCMHOU U COeOUHUMENbHOU MKAHU!
HEYacTO — MUAJITHS M MbIIIEYHAas c1aboCTh.
Hapywenus co cmopoHvl nouex u Mouesvbi800auux nymeii:

HEYacTo — IJIOMEpYJOHEPPUT, FeMaTypusl, MHTEPCTULIMATIbHBIA HEPPUT, HEPPOTUUECKUIM CUHIIPOM,
[I0Y€YHast HEJOCTATOYHOCTD, [IOYEYHBIN NMANMIIIAPHBIA HEKPO3.

Obwue Hapywenus u peakyuu 6 mecme 68e0eHUsL:
9acTo — KaXK/a, MOBBIIIEHHOE MOTOOT/ICJICHHE;

HEYACTO — pCaKIWH THUIICPYYBCTBHUTCIBbHOCTHU, HAPYHMICHUA MCHCTPYAJIBHOTO IUKIIA, THUIICPTCPMUA
(03HOO M MUXOpaaKa).

[Tpu Tepanuu HIIBII cooGmianoch o0 MOSBIEHUN OTEKOB U CUMIITOMOB CEpJI€YHON HEJOCTaTOUHOCTH,
MIOBBIIICHUH apTEPUAIbHOTO JaBJICHHUS.

Knunuyeckue uccineaoBaHus U SMUJIEMHOJOTHYECKHE JIaHHBIE CBHJIETENBCTBYIOT O TOM, 4YTO
npuMeHeHre HekoTopsix HIIBII (0ocoGeHHO BBICOKHX /103 M ITPU JVTUTENLHON Teparnun) MO>KeT ObITh
CBSI3aHO C HEOOJIBIIIUM YBEJIMYEHHEM PUCKA BOZHUKHOBEHUS apTepHAIbHBIX TPOMOO30B (Hampumep,
MH(apKT MUOKap/1a WIN HHCYJIBT).

HexenarenpHbIE ABJICHUA, IPUYHNHHO-CJICACTBCHHAA CBA3b KOTOPHIX C MPUMCHCHUEM HAITPOKCEHA HC
YCTAHOBJICHA

Hapymeﬁuﬂ CO CmMOpPOHbL Kpoeu U ﬂuMgbClmuUéCKOﬁ cucmemst.: amj1aCTHYCCKass aHCMMUA,
TCMOJIMTUYCCKasa aHCMU .

Hapymeﬂu}z CO CmMOpPOHDbL Hepenoﬁ cucmemul. acCeITHISCKHUI MCHUHTUT, KOTHUTHUBHAaA I[I/IC(l)YHKI_[I/IfL



Hapywenusa co cmoponvl Kodcu U NOOKOJMCHLIX mMKaHel. MYyIbTH(QOPMHAs SpHUTEMa, PEaKLUU
(OTOYYBCTBUTEIBHOCTH, MOJ00HBIE MO31HEH KOXXHON mopdupuu U OyJIe3HOMY SHUIAEPMOIIU3Y,
KparuBHUIIA.

Hapywenus co cmopoHuvl cocy0os: BacKyIuT.

Obwue napywenus u peakyuu 6 mecme 68e0eHus:. aHTHOHEBPOTUYECKHN OTEK, TUIEPTIIMKEMHUS,
TUIOTJIMKEMHSL.

Ecniu manmeHT 3aMeTHT MOAOOHBIC pEeakiuu, €My CIeAyeT MPEKPaTHTh MpUEM Ipernapara U Mo
BO3MOXXHOCTH OOPaTUTHCS Bpauy.

COO6IJ.[€HI/IG 0 IMOA03PEBACMBIX HCKECIATCIBbHBIX PCAKITHAX

BaxHo coo0marh O MOJ03pEBAaEMbIX HEKEJIATENIbHBIX PEAKUMAX I0CI€  PErucTpanuu
JIEKapCTBEHHOI'O IIperapara C LEeiIbl0 O0ECHeueHus: HENPEPbIBHOIO MOHUTOPUHIA COOTHOIIEHHUS
«I0JIb3a — PUCK» JIEKAPCTBEHHOro Ipenapara. MeAULIUMHCKUM pPaOOTHUKAM pPEKOMEHIYeTCs
coOo0IaTh O JTIOOBIX MO03PEBACMBIX HEXKEIATEIbHBIX PEAKIHIX JIEKapCTBEHHOTO MperapaTa yepe3
HallMOHAJIbHBIE CHCTEMBl COOOLIEHHMSI O HEXENaTeNbHbIX pPEaKLUUsAX T[OCylapcTB — YIEHOB
EBpa3uiickoro 5KOHOMHU4ECKOT0 COI03a.

Poccuiickas ®enepanus

denepanbHas ciyk0a 1Mo Haa30py B cdepe 3ApaBOOXPaHCHUS

109012, r. MockBa, CnaBsiHCKas IJI01Iab, A. 4, cTp. 1

Tenedon: +7 800 550 99 03

Anpec 35eKTpOoHHOM mouThl: pharm@roszdravnadzor.gov.ru wiu npr@roszdravnadzor.gov.ru

Caiit B MH(pOpMAIIMOHHO-TEICKOMMYHHKAMOHHOM cetn « HTepHe™: https://roszdravnadzor.gov.ru

Pecniy6nuka benapych

VII «lleHTp 3KCnepTU3 U UCHBITAHUHN B 3{paBOOXPaHEHUN»

220037, r. Munck, ToBapuiieckuii iep., 1. 2a

Tenedon: +375 (17) 242 00 29

®akc: +375 (17) 242 00 29

Anpec aneKTpoHHOM mouThkl: repl@rceth.by

Caiit B MH)OPMAIIMOHHO-TEICKOMMYHUKAIIMOHHO# cet «HTepHe™: https://www.rceth.by

Pecny6nuka Kazaxcran

PI'TI na IIXB «HanuoHanbHbIM LEHTP JKCIEPTU3bl JICKAPCTBEHHBIX CPEACTB M MEAULIMHCKUX
m3nenuin»  Komurera MmenumuuHCKOoro u  (apMmaieBTHHECKOro  KOHTpoJsi ~ MuHuUCTepcTBa
3npaBooxpaneHus: Pecnyonuku Kazaxcran

010000, r. Acrana, paiion baitkonsip, yi. A. Umanoga, 1. 13, BIl «Hypcayner 2»

Tenedon: +7 7172 235 135

Anpec anektpoHHo nouThl: farm@dari.kz

CaiiT B nH(pOpPMAIIMOHHO-TEIIEKOMMYHHUKaIMOHHOU cetn «HTepHeT»: https://www.ndda.kz

PecniyOnuka Apmenus

I'HKO «IleHTp 3KcniepTU3bI JEKAPCTB U MEJULIMHCKUX TEXHOJIOTUII»

0051, r. Epesan, rip. Komwuraca, 1. 49/5

Tenedomn: (+374 10) 20 05 05, (+374 96) 22 05 05

Agnpec anekTpoHHO# mouTkl: Vigilance@pharm.am

CaiiT B nH(GOpPMAIIMOHHO-TEIICKOMMYHHUKAIMOHHOM cetn «MHTepHeT»: https://pharm.am

Keipreisckas PecniyOmnmka

JlemapTaMeHT TeKapCTBEHHBIX CPEACTB U MEAUIIMHCKUX W3]ICITHIA
720044, Yyiickas obnactse, . bumkek, yiu. 3-1 Jluaus, x. 25
Tenedon: +996 (312) 21 92 86



Anpec anekTpoHHOM mouThl: pharm@dlsmi.kg
CaiiT B nH(bOpPMAIIMOHHO-TEIEKOMMYHHUKaIMOHHOM cetn «MuTtepueT»: https://www.dlsmi.kg

4.9. llepeno3upoBka

CHUMIITOMBI

3HauMuTeNIbHAs ~ MEpPEAO3UPOBKA  HAMPOKCEHAa  MOXET  XapaKTepHU30BaThCS  COHJIMBOCTHIO,
JIUCTIENTUYECKUMU pacCTpoiicTBaMu (M3kKora, TOITHOTa, pBOTA, O0JIb B )KUBOTE), CJIA00CTHIO, IIIyMOM
B YIIaX, pa3JIpaXuTEIbHOCTHbIO, B TSDKENBIX CIy4asX BO3MOXXHBI KpOBaBasi pBOTa, MeEJICHA,
HapylLIeHHE CO3HAHUS, CYOPOTrH U MTOYeYHasi HEJOCTaTOUHOCTbD.

Jleuenue

[TanenTy, MpUHSABILIEMY CIIy4aitHO WM IIpeIHaMEPEHHO O0JIbII0E KOIUYecTBO npenapaTta Hanrezun
dopTte, HEOOXOAWMO TMPOMBITH KETYJOK, IPHUHATH AaKTUBHPOBAHHBIA yTOJlb W TIPOBECTH
CUMIITOMAaTHYECKYI0 TEpamuio: aHTauuAbl, Ojg0kaTtopsl Hz-penentopoB, MHTHOUTOPHI MPOTOHHON
nomribl. ['emomanus HeappeKTHBeH.

5. PAPMAKOJIOTHYECKHWE CBOMCTBA
5.1. ®apmakoaMHaMHYecKHe CBOlicTBA

CDapMaKOTepaHeBTI/ILIeCKaSI Ipymia: IMPOTHBOBOCHAINTCIILHBIC u IMPOTHUBOPCBMATHYCCKHC
npenaparbl, HCCTCPOUIAHBLIC IMMPOTUBOBOCHAIWUTCIBHLIC W IPOTUBOPCBMATUYCCKHUC IIPCIIApaThl,
IMPONU3BOJHBIC HpOHHOHOBOfI KHCJIOTHEI.

Kog ATX: MO1AEO2.

MexaHu3M ASUCTBUS U d)aDMaKOHI/IHaMI/I‘IeCKI/IC B(bd)eKTLI

[Ipenapar Hanresun ¢doprte mnpeacTtaBiasieT co0oil HampokceH, oO0JagaeT 00€300JUBAIOIINM,
KAPOTIOHKAIOIIMUM M HPOTHBOBOCTAIMTENbHBIM JeWcTBUEM. MexaHu3M [JeHCTBUS CBSI3aH C
HECEJICKTHBHBIM HHTHOMPOBAaHHEM aKTHBHOCTH UKIOOKcHreHassl-1 (LIOT-1) u LIOI™-2.

ITpenapat Hanresun ¢opte xopomo pactBopsiercs, obicTpo BeackiBaercst U3 JXKKT u obecrieunBaer
ObICTpOe HacTyIuIeHne o0e300mnBaroero g gexra.

5.2. GapMaKOKHHeTHYECKHE CBOHCTBA

AOcopOIIHs U pacupeeIcHue

brictpo u monmHocthio BeackiBaercs u3 JXKKT. buogoctynmaocts — 95 % (mpueM nuiy nmpakTHYeCKH
HE BJIHMSIECT HU Ha TMOJHOTY, HA Ha CKOPOCTh BCAacChIBaHWs). BpeMsi MOCTH)XEHUS MaKCHMallbHOU
koHIeHTpauu (TCmax) — 1-2wuvaca. CBsa3p ¢ Oenmkamu 1wia3mMbl  kpoBu > 99 %. Ilepuon
nosyBeiBeaenus (T%2) — 1215 gacos.

BI/IOTDaHCd)ODMaUI/ISI U 3JIMMHUHAIUA

Metabonu3M TPOUCXOANT B TICYCHH JI0 TUMETUITHANIpPOKceHa ¢ ydactuem m3odpepmenta CYP2CO.
Knupenc — 0,13 mn/mun/kr. BeiBoautcs Ha 98 % moukamu, 10 % BBIBOIUTCS B HEU3MEHEHHOM BUJIE,
¢ xemapto — 0,5-2,5 %. PaBHOBEeCHAs KOHIICHTpAIIKS B IJIa3Me KPOBHU OTPECIIICTCS MOCIe IpruemMa
4-5 no3 mpenapara (2—3 nHs).

[Ipu movyeyHoOM HEJOCTATOYHOCTH BO3ZMOYKHA KYMYJIALIUS METaOOIUTOB.



5.3. JlaHHbBIe TOKJIHHUYECKOH 0e30IaCHOCTH

Pe3ynbTaThl TOKCHMKOJOIMYECKUX HCCICIOBAaHUN BBISBUIM OTHOCHTEIBHO HHU3KYIO TOKCHYHOCTb
HAIpPOKCEHa HATpUs: HexenatelbHble 3P (eKThl Yaie Bcero Bo3HUKaT co croponsl JXKKT. Iocne
nepopanbHOro npuema, sHaueHust LDso cocraBisinu okoso 0,5 I/Kr macchl Tena y Kpbic M Oojiee
1,0 r/kr Macchl Tena y MbIIIei, XOMSIKOB U COOaK.

Tokcukonornyeckue MCCIeOBaHMs MOKa3alM, YTO MBIIIN, KPOJIUKH, 00€3bsIHbl U CBUHBH XOPOLIO
MEPEHOCSAT MHOTOKPATHBIC J03bI HAPOKCEHA HATPHSI, U UTO TOKCUYHOCTH 00JIee BRIPAKEHA Y KPBIC, U
ocobeHHo y cobak. Kak u mnOpu TOBTOPHOM  BBEACHMHM JPYIHMX  HECTEPOUIHBIX

MIPOTHUBOBOCHAIUTENbHBIX IIPENapaToB, HEKEIATEIbHbIE PEAKIIUU Yallle BCETO BO3HUKAIIA CO CTOPOHBI
KKT u nouek.

BosneiicTBust Ha (GepTUIBHOCTD, SMOPUOTOKCUYECKUX U TEPATOTEHHBIX A(PPEKTOB HE HAOIIOIATIOCH.
BBenenue HampokceHa HaTpHsl Ha TO3JHUX CPOKAaX OEPEMEHHOCTH BBI3BIBACT €€ y/UIMHEHHE U
3aiepKKy poaoB. Taxke OBUIO yCTaHOBIEHO, YTO HANPOKCEH HATPUSi MOXET OKa3bIBaTh
HE)KENlaTeJIbHOE BO3/ICHCTBHE HA CEPIACYHO-COCYAUCTYIO CHCTEMY IUIoAa (TpeKaeBpeMEHHOe
3aKpBITUE APTEPHUATBHOTO TPOTOKA, 3aCTOWHAs CepAedYHas HeIOCTaTOYHOCThb, JIErOYHas
TUIIEPTCH3HUSA).

MyTareHHBIX HJIH KaHIIEPOTeHHBIX 3()()eKTOB y HAITPOKCEHA HATPHsI HE 0OHAPYKEHO.

OcnoXHEeHHS B JOKIIMHHUYCCKHUX HCCICAOBAHUAX Ha6J'II-OI[aJ'II/ICB TOJIBKO IIPpH J03aX, 3HAYUTCIIbHO
MPEBLIIAIOIINX MAKCUMAJIBHBIC HO3bI AJId YCJIOBCKA, YTO YKAa3bIBACT HaA H€6OJII>IHYIO 3HAYUMOCTD
OTHUX JaHHBIX JJIA KJIUHAYECKOMN IIPpaKTHUKH.

6. PAPMAIIEBTUYECKHE CBOMCTBA

6.1. Hepeqeﬂb BCIIOMOraTeJbHbIX BEIECTB

Sapo

[ToBunon K30

emnrono3a MUKpOKpUCTAIIIMYECKAS
Tanbk

Marnus creapar

Bona ounienHnas

000J104Ka TUIEHOYHAS

Onaopai 02F205004:
I'mnpomennosa

Turana quokeun (E171)
Makporon

Kpacutens unauroxapmus (E132)

6.2. HecoBMecTHMOCTDH
Henpumennmo.
6.3. CpoK roaHocTH (CpOK XpaHeHusl)

5 ner.
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6.4. Oco0ble Mepbl NPEAOCTOPOKHOCTH PH XPAHEHUH

XpaHnuTh mpu TemriepaTrype He Bbimie 25 °C, B OpUTHHAIBHOW yIakoBKe (OJHMCTEp B Madke
KapTOHHOM).

6.5. XapakTep u coaep:KkaHue YNIAKOBKH

ITo 10 Tabnerok B Gnucrepe u3 [IBX/amomunneBoit Gponbru.
ITo 1, 2 i 6 GiMcTEpOB B MA4YKe KAPTOHHON BMECTE C JINCTKOM-BKJIABIIIEM.

He Bce pa3mepsl yIIakoBOK MOTYT OBITh IOCTYIHBI JUIS PEATH3aIHH.

6.6. Ocodble MepbI MPETOCTOPOKHOCTH NMPH YTWIM3ALUH MCIOJIH30BAHHOIO JIeKAPCTBEHHOTIO
npenapara Wi OTX0J0B, NOJYYEHHBIX IOcJe MPUMeHEeHHs JeKAPCTBEHHOro mpenapara, u
Apyrue MAHMIYJISIIHMH € IPenapaTom

Het oco0bix TpeOoBaHUI K YTUITH3AIUH.

7. AEPKATEJIb PETUCTPAIIMOHHOI'O YIOCTOBEPEHMUSA

CrnoBeHus

AO «KPKA, n.1., HoBo mecTo»
[IImapremka necta 6, 8501 HoBo mecto
Tenedon: +386 7 331 21 11

dakc: +386 7 332 15 37

Anpec anexkrponnoit moutsl: info@krka.biz

7.1. IlpeacTaBuTeb AEprKATEJIs] PErHCTPALMOHHOIO YI0CTOBEPEHHUS

[IpeTen3un moTpedbuTeNel HAPABISATH MO aAPECy:

Poccuiickas @enepanus

000 «KPKA-PYC»

143500, MockoBckas o601, . Mctpa, yin. MockoBckas, a. 50
Tenedon: +7 (495) 994 70 70

daxkc: +7 (495) 994 70 78

Anpec snexkrponHoit moutsl: Krka-rus@krka.biz

Pecnybnuka benapych

[IpencraButenscTBo AxknmonepHoro o6OmectBa «KRKA, tovarna zdravil, d.d., Novo mesto»
(Pecniy6nuka Cnosenusi) B Pecniy6iinke benapyce

220114, r. MuHnck, yin. ®unumonoBa, 1. 2517, oduc 315

Tenedon: 8 740 740 9230

®axc: 8 740 740 9230

Anpec snextponHou moutsl: info.by@krka.biz

Pecry6nmka Kazaxcran

TOO «KPKA Kazaxcrtan»

050040, r. Anmatel, Mukpopaiion KOKTEM-1, nom 15A, oduc 601
Tenedon: +7 (727) 311 08 09

Anpec snexkrponnoii moutsl: info.kz@krka.biz
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PecniyOnuka ApmeHust

[IpeacraButenscTBO «Kpka, a.1., HoBo mecto» B PecriyOnuke ApmeHust

0001, r. Epesan, yn. Han6aunsu, a. 106/1 («CAAT-HOBA» BU3HEC-LIEHTP), oduc 103
Tenedon: +374 11 560011

Anpec anekrponHou moutsl: info.am@krka.biz

Keiprezckas PecnyOmka

IIpencraButensctBo AO «KPKA, ToBapHa 31pasui, 1.4., HoBo mecto» B Kbipreizcrane
720040, Yyiickas obnacte, . bumikek, OyibpBap DpKuHIUK, 1. 71, 070K A

Tenedon: +996 (312) 66 22 50

Anpec snekrponnoii moutsl: info.kg@krka.biz

8. HOMEP PETUCTPALIUOHHOI'O YJOCTOBEPEHUS

JITI-Ne(000259)-(PT-RU)

JITT-Ne(000259)-(I'TI-BY)
JII-N (000259)-(I'TI-AM)
JIT-Ne(000259)-(T'TI-KG)

9. KATEI'OPHUs OTITYCKA JIEKAPCTBEHHOI'O ITPEITAPATA

.]ICKapCTBCHHHﬁ npemnapat OTHOCUTCA K KaTCTOPUH OTITyCKa «I10 PECLCIITY».

OO011as xapakTepUCTHKa JIEKapCTBEHHOTo npenapara Hanresun gopre noctynHa B €IMHOM peecTpe
3apETUCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB EBpa3miickoro »KOHOMUYECKOTO COK3a M Ha
opUIHMATEHOM caire YIIOJITHOMOYEHHOTO opraHa (3xcnepTHOM OpraHu3aliN)
https://Ik.regmed.ru/Register/EAEU_SmPC.
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