OBIIAS XAPAKTEPUCTHUKA JIEKAPCTBEHHOI'O ITPEITAPATA

1. HAUMEHOBAHME JIEKAPCTBEHHOI'O ITIPEITAPATA

Homwurun, 400 Mr, TabieTKH, MOKPHITHIC MJICHOYHON 000710YKOH

2. KAYECTBEHHBINA U KOJTMYECTBEHHBINA COCTAB
JleiicTByro1iee BEMecTBO: HOP(HIOKCAIHH.
Kaxxnas tabnerka comepxut 400 Mmr HOpdoKcauHa.
BcenomoratenbHble BelecTBa, HaJIMUYKWe KOTOPBIX HAJO YUUTHIBATh B COCTABE JIEKAPCTBEHHOTO
npenapara: KpacuTellb comHeuHbld 3akaT sxentoiii (E110) (cm. pazaen 4.4.).

[TonHbIi TepedeHb BCIIOMOTATEIBHBIX BEIIECTB MTPHUBEIEH B pa3zaeie 6.1.

3. JIEKAPCTBEHHAS ®OPMA
TabneTku, MOKPBITHIE TNIEHOYHOH 000I0YKOH.
Kpyribie, cierka JBOSKOBBITYKIIbIE TaOJIETKH, MOKPHITHIE TJICHOYHOH 00OJOYKOW OPaHXKEBOTO

[IBETA, C PUCKOM HA OJTHOM CTOPOHE.

4. KNIMHUYECKUE JAHHBIE
4.1. Iloka3aHusl K IPUMEHEHHUIO
[Tpenapatr Honuuuz nokaszaH K MpMMEHEHHIO Y B3pOCIBIX B Bo3pacTe 18 yiet u crapuie.
NH}peKmoHHO-BOCTIaTUTENbHbIE 3a0oJeBaHus, BBI3BAHHBIE YyBCTBUTEJIbHBIMU K
HOp(hIIOKCAIMHY MUKPOOpraHU3MaMHu:

® OCJIOKHEHHbIE HH(EKIINY MOUEBBIBOIAILINX Ty TEH;

® XpPOHMUYECKUU OakTepuaabHBIA MPOCTATHUT.
s nedenust crneayomux HHPEKINOHHO-BOCTIAIIUTENbHBIX 3a00€BaHII HOP(HIOKCALIMH MOXKET
MPUMEHSTHCS TOJIBKO B KAYECTBE aJIbTEPHATUBBI IPYTUM MPOTUBOMUKPOOHBIM Mpenaparam:

® HEOCJOKHEHHbIE HH(EKIINY MOUYEBBIBOIAIIUX MTyTEH.
[Ipu npumenenun npenapara HomuuuH crienyer ydyuThiBaTh OQHIMAIbHBIE HAIMOHAJIbHBIE
PEKOMEH/IALMU M0 HaJyIeXalleMy NPUMEHEHUIO0 aHTHOAKTepHaJbHBIX IPENapaTroB, a TaKxkKe
qyBCTBUTEIBHOCTh NATOTEHHBIX MUKPOOPIaHU3MOB B KOHKPETHOM CTpaHe.
4.2. Pe:xuM 103UPOBAHUS U CIIOCO0 NPUMEHEHUA

PexuMm no3upoBaHus

Ilpu ocnoxcnennvix uH@ekyusax mouesvbigooawux nymel HaszHadaetca mo 400 mr nBa pasza B

cytku B TeueHue 10-21 qus.



Ilpu xponuueckom baxmepuanvHom npocmamume HazHadaercs nmo 400 Mr 1Ba pa3a B CyTKH B
TedeHue 4 Henens i Oonee.

Ilpu HeocnodicHenHbIX UHDeKYUAX MoUebl8o0awux nymei y myscuur HazHadaetcs 1o 400 mr
JIBa pa3a B CyTKH B TeueHue 7—14 nHei.

Ilpu ocmpom HeocnodcHenHom yucmume y dceHuun HazHavaoT 1o 400 Mr nBa pas3a B CYTKU B
tTeueHue 3—/ aHeil.

Oco0Bble IPYIIILI MAIUEHTOB

Tayuenmoi ¢ Hapywenuem QyHKyuy novex
[Taniuentam ¢ HapymeHueM GyHKIMU Touek npu kaupeHce kpearnauHa (KK) 6osee 30 mu/mMun
KOPPEKIMH PEeKUMa JO3UPOBAHUS HE TPeOyeTCsl.
[Tpu KK menee 30 Mi/MuH (M1 CBIBOPOTOYHON KOHIIEHTPAIMH KpeaTHHUHA BhIIe 5 mr/100 M)
U TalMeHTaM, HaXOSIIMMCS Ha TeMOJAMAaIn3e, Ha3HAYAIOT IMOJIOBUHY TEPANeBTHUECKON J03bI
npenapata Honunue aBa paza B CyTKM WM HOJHYIO A03y mIpenapata HonumuH oauH pa3 B
CYTKH.
JUIs ManuMeHToB, HaXOIMIIMXCS Ha TOCTOSHHOM aMOyJIaTOPHOM IEPUTOHEATBHOM JHAIH3E C
COXPAaHEHHBIM JINYPe30M, KOPPEKIIUU T03bI HE TpeOyeTcs.

eTH
[Mpenapat HonwmmH MpoTHBOIIOKAa3aH K MPUMEHEHHIO y neTeld B Bo3pacte oT 0 mo 18 mer mo
BCEM IMOKa3aHusM (cM. pazaen 4.3.).

Cnooco0 nnpuMeHeHus

BHyTps, HaTomak (He MeHee, 4eM 3a | yac 10 Hayajla IpueMa IUIIM, U HE paHee, YeM depe3
2 Jaca 1ocJie ero OKOHYaHHs ), 3aIMBast JOCTATOUYHBIM KOJIMYECTBOM KHJIKOCTH.
4.3. IIlpoTuBONOKA3aAHUS
e [unepuyyBCTBUTEIBHOCTh K HOP(IOKCAMHY WIH K JIOOOMY U3 BCIOMOTATENIbHBIX
BEIIIECTB, IEPEUNCIICHHBIX B pa3nene 6.1.
e [unep4yBCTBUTEIBHOCTD K JPYTUM XUHOJIOHAM.
e TeHIWHUT, TEHAOBATUHUT, PAa3pPbIB CYXOKHUJIUS, CBSI3aHHbIE C IPUEMOM (PTOPXHUHOJIOHOB,
B TOM YHCJIE B aHAMHE3e€.
e bBepeMeHHOCTH M IEPUOA TPYJHOTO BCKapMiMBaHus (cM. pasjen 4.6.).
e Jletu u MOAPOCTKH B Bo3pacte /10 18 neT (B CBSA3U C HE3aBEPIIEHHOCTBHIO POCTA CKENeTa,
TaK KaK HeJlb3s1 HCKJIIOUUTh PUCK MOPAKEHUS XPSAIIEBBIX 30H POCTa CKEJETa).
4.4. OcoOble ykazaHusl 1 MepPbl NPeI0CTOPOKHOCTH NPH NPUMEHEHUH

Peakimmy runepuyBCTBUTSIHLHOCTH U aJlJIEPTUUYCSCKUE PEAKITUHI

B HEkOTOpBIX cirydasx y:Ke I10CJe IEPBOro IPUMEHEHHS IIpernapaTra MOTyT Pa3BUBAaTLCS PEAKLIUU

TUINICPUYYBCTBUTCIIBHOCTU MW AJUICPrHYCCKHUE pCaKnuh, O dYEM CJICAyEeT HCEMCIJIICHHO
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uadopmupoBath Bpada. OUeHb peIKo Jaxe I0Cie IEepBOro IMPUMEHEHHUs mperapara
aHa(QWIIAaKTUYECKHE  PEaKUUH  MOTYT  IPOTPECCHpPOBATh O  yrPOXKAIOIIEr0  JKU3HH
aHaMIAKTHYECKOro IMIOKa. B 3ToM ciydae neyeHue HOP(IOKCALMHOM CIlieIyeT OTMEHUTh U
IPOBECTH HEOOXOAUMBIE JieueOHbIC MEPOIIPHATHS (B TOM YHCIIE TPOTHBOIIOKOBEIC).

B penkux ciiydasx y MAlMEHTOB CO CKPBITHIM WM (AaKTHYECKUM JePUIUTOM TIIHOK030-6-
docdaraernaporeHaspl, IPUHUMABIINX XHMHOJOHOBBIC aHTHOAKTEPHAIbHBIC CPEIICTBA, BKIIIOYAS
HOpQIIOKCAIMH, ObUTH 3aPErUCTPUPOBAHBI TEMOJIIMTHUECKUE PEAKIIHH.

CyI0op0sKHBIHA CHHIPOM

Hopdnoxcanun, kak u apyrue (GTOpXUHOJIOHBI, MOKET MPOBOILMPOBATH CYJOPOTH M CHUXKATh
MOPOT CyJ0POKHOW TOTOBHOCTH. [lanmentam c snumnencued u apyrumu 3adoneBanusmu [[THC
(HampuMep, TPEIpacHoOKEHHOCTh K CYJOPOXHBIM pPEaKLHUsM, aTepoCKIepo3 COCYJIOB
TOJIOBHOT'O MO3Ta, HapyLIeHHUs] MO3TOBOr0 KpoBooOpaleHus1, oprannueckue 3adoneBanus [{HC)
HOp(DIOKCAIMH CIeAyeT MPUMEHSTh TOJIBKO B TEX CIIyYasX, KOTJa OXHIaeMbI KIMHUYECKUI
3¢(deKT MPEeBOCXOJUT BO3MOXKHBIA PHCK pPAa3BUTUS MOOOYHOTO JCHCTBHS Tpernapara.
Hopdmokcarmua J10/DKEH TPUMEHSATHCS C OCTOPOKHOCTBIO y IMAIIMEHTOB, OJIHOBPEMEHHO
MOJyYaIOIUX Tpenaparbl, CHUXKAIOIIME IMOPOT CYAOPOKHOM TOTOBHOCTH TOJIOBHOTO MO3Ta
(reodmnnun, ¢endydpen (u npyrume mnomodusie HIIBII)). Ilpu BO3HUKHOBEHUH CyAOPOT
pUMEHEHHE HOP(IIOKCAIIMHA CIIeTyeT MPEKPATHTh.

OTOPXUHOJIOHBI MOTYT Takke ctumyiupoBats [{HC, BbI3BIBass TpEeMOpP, TOKCHYESCKHE IICHXO3BI,
0ECIOKONCTBO, CIIyTaHHOCTh CO3HAHWSA M TaJUTIOI[MHAIIMM, TOBBIIIEHHE BHYTPHUEPEITHOTO
JABJICHHUS.

Y TanueHTOB C YCTAaHOBIICHHBIMH WJIM ITOJ03PEBAEMBIMH IICHXHUYECKHUMH PacCTPOMCTBAMU,
TALTIONUHAMAMA W (WIH) CIyTAHHOCTHIO CO3HAHUS TPHUMEHEHHE HOpP(QIIOKCAIMHA MOXKET
MPUBECTU K UX OOOCTPEHHIO U YCHIICHHUIO.

[IcuxoTuueckue peakinuu

[lcuxoTnueckre TMOOOYHBIE pEAKIMM, BKIIOYas CYHMIMJAIbHBIE MBICIH/TIONBITKH, MOTYT
OTMEUaThCsl y MAlMEHTOB, MPUHUMAIOUIMX (PTOPXMHOJIOHBI, BKIIOYas HOpP(IOKCAIMH, WHOTJA
nocje mpuema pa3oBoi 103bl. B cimyuae pa3BuTHA JTHOOBIX MOOOYHBIX 3(P(PEKTOB CO CTOPOHBI
[IHC, Bkmoyass HapymeHHs TCHXUKH, JE€YeHHEe HOP(IOKCALMHOM CcJelyeT HeMEIJICHHO
MIPEKPAaTUTh M HA3HAYUTh COOTBETCTBYIOIYIO TEpANUI. B 3THX cCiyyasx pEeKOMEHIyeTCs
NepeTH Ha Teparuio JAPYrUM AaHTUOMOTHKOM, OTJIMYHBIM OT (TOPXHWHOJIOHOB, €CIU 3TO
BO3MOJKHO.

Cnenyer ¢ OCTOpPOXHOCTBIO HazHauaTh INpenapaT HonaumuH namueHTaM ¢ ICUX03aMU WU

nmanmueHTaM, HMCIOIIHMM B aHAMHE3€ IICUXUYCCKUEC 3a0071eBaHus.



JUmTeNnbHbIC, HHBATMIN3UPYIONINE M IMOTCHIIUAILHO HCOGD&TI/IMBIC CEPBE3HBIC HEXKCIIATCIIbHBIC

PCaKIiy Ha JIeKaDCTBeHHBII\/JI opénapar

CooOmanioch 00 OYEeHb PEAKUX CIIy4asX pa3BUTUS JUIUTEIBHBIX (TIPOJAOIKUTEIHLHOCTHIO
HECKOJIbKO MECSIIIEB HJIH JIET) WHBAIUANZUPYIONMX M MOTCHIHAIBLHO HEOOPATHMBIX CEPhE3HBIX
HEKENATEIbHBIX PEAKIHi CO CTOPOHBI Pa3IMYHBIX OPraHOB M CHCTeM. MHOrma mopakaiuch
OJIHOBPEMEHHO HECKOJIbKUX OpraHOB U (MJIM) CUCTEM (CKEJIETHO-MBIIIEYHAsl CUCTeMa, HEpBHAs
CUCTEMA, TAKXKE OTMEYAJIUCh HAPYLIEHUsI ICUXUKU U HApYIIEHUS CO CTOPOHBI OPIaHOB YYBCTB) y
HAlMEHTOB, MOJYYaBIINX XHHOJOHBI M (PTOPXHUHOJIOHBI, HE3ABHCUMO OT BO3pacTa U HATHYHSI
daktopoB pucka. [Ipumenenue HoOpQIOKCAIMHA CJIEAYeT HEMEJICHHO TMPEKPATHTh IPH
MOABJICHHUHN IICPBBIX CHUMIITOMOB JIIO6OI>'I cepbe3H0ﬁ HeXXellaTeJILHOU pCaknun, U nanueHTam
PEKOMEHI0BaHO 00PATUTHCS 38 MEAUIIUHCKOMW TOMOIIIBIO.

[lepudepuueckass HelpomaTus

VY nanueHToB, NPUHUMAIONINX (PTOPXUHOIOHBI, B TOM 4Hciie HOPGIOKCALIMH, 3aPETUCTPUPOBAHbI
CJIy4an CEHCOPHON M CEHCOMOTOPHON aKCOHAJIBHOW MOJUHEHUPONATHH, TOPAKAOLIEH MEJIKUE U
(uM) KpYIHBIE aKCOHBI M NPUBOASILEH K MapecTe3uH, TMIECTE3UH, JU3ECTE3UMH U CIabO0CTH.
CuUMINITOMBI MOTYT MOSIBUTHCS BCKOPE OCJIe Hayana MpuMeHeHus U ObITh HeoOpaTuMbIMu. Eciu
y MalueHTa Pa3BUBAIOTCA CHUMIITOMBI Mepudepruueckoil HelponaTuu, BKIItoYas 00k, KKEHHE,
MOKaJbIBaHUE, OHeMeHHWe W (Wiau) ciaboCTh WM JPYrue HapyIIeHUS YYyBCTBUTEIBHOCTHU
(TakTHNBHAs, OoneBas, TeMmIepaTypHas, BHUOpallMOHHAs YYBCTBUTEIBHOCTb M  YYBCTBO
MOJIO’KEHHUS TeNa B MIPOCTPAHCTBE), HOPPIOKCAIIMH HEOOXOJUMO OTMEHHUTb.

MuacTteHus gravis

VYV manuMeHToB, MOMy4YaBIIUX HOP(MIOKCAIMH, OTMEYald Pa3BUTHE MHACTCHUU gravis Wid ee
oboctpenue. IlockoNbKYy 3TO MOMXET NPUBECTH K TOTCHIIMAIBHO OMACHOW ISl SKU3HU
JBIXaTeNIbHON HEAOCTAaTOYHOCTH, MAIlMEHTaM C MHACTeHHEW gravis clelyeT peKOMEHIOBaTh
HEMEIJIEHHO 00paTUTHCS 32 METUITMHCKOM MTOMOIIIBIO TPH 0OOCTPEHUH CUMIITOMOB.

PeaKHI/ISI d)OTO‘—IVBCTBI/ITC.]'H)HOCTI/I

[Ipu npueme Hop¢IOKCAallMHa MOXXET BO3HUKHYTH peakiusi (OTOCEHCHOWIU3ALUHU, MOITOMY
HalMeHTam cieayeT u30eratb KOHTaKTa ¢ MPSIMBIMU COJTHEYHBIMU JydYaMH U MCKYCCTBEHHBIM
yneTpaduonetroBbiM  (Y®)  wu3nydenuem. B cioydae  BO3HUKHOBEHHST ~ CHUMIITOMOB
doroceHcuOUNM3auu (HampuMep, HW3MEHEHHE KOXKHBIX IMOKPOBOB HANOMHUHAET COJHEYHBIE
OKOTH) Tepanuio HOpP(IOKCAIIMHOM CJeNyeT NpPEeKpaTUTh U OOpaTUThCS 3a MEIULUHCKOMN
MIOMOUIBIO.

Kpucramnypus

B ciydae mpomoimKuUTENbHOTO JIEYEHHS CleyeT KOHTPOJIMPOBATh aHAIW3 MOYM Ha MpeaMeT

kpuctaurypuu. Ilpu coOmrogenun pexuma nposupoBanus 400 Mr gBa pasa B CYTKH
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BO3HUKHOBEHHE KPUCTAIUTYPUU HE 0XKHMJACTCS, OITOMY B Ka4€CTBE MEphI MPEJOCTOPOKHOCTH
HE CJIEyeT MPEBBINIATh PEKOMEHIYEMYIO0 CYTOYHYIO 103y, a TaKKe HEOOXOIUMO MPUHUMATh
JIOCTaTOYHOE KOJIMYECTBO JKUAKOCTHU JUIsI OOECTIICUEHHUs HaJJICkKAIIErO0 BOCIOIHEHHUS MOTEPU
KUJKOCTHU U aJIEKBaTHOTO ANype3a (10 KOHTPOJIEM Juype3a).

Hapynienue d)VHKHI/II/I IIOYCK

VY manueHToB ¢ HapylieHHeM QYHKIIUHU TOYEK TSKEIION CTETICHH CIeIyeT TIIATEIIbHO OIICHUBATh
COOTHOIIIEHUE «I0JIb3a — PUCK» TPH MPUMEHEHHH HOpP(IOKCAIMHA B TaOJIETKaX B KaXJIOM
ornenbHOM ciyyae. C Bo3pacToM (YHKIMS MOYEK CHUKAETCS, B YACTHOCTH, y MAllMEHTOB
nokusjoro Bo3pacta. [lpu HapymeHun QYHKIMM TOYEK TSDKEIOW CTENEHU KOHIEHTpalus
HOp(IOKCAallMHA B MOYE MOXKET YMEHBIIAThCS, TaK KakK BBIBEICHHE HOPQIIOKCAIITHA
OCYILECTBIISICTCA MPEUMYIIIECTBEHHO TTOYKAMHU.

HDOTDOM6I/IHOBLII71 HHACKC

B mepuon Tepanmuu BO3MOXKHO YBEIMYEHHE NPOTPOMOMHOBOrO WHIEKCa (TMPH NPOBEICHUU
XHPYPIUYECKOTO BMEIIATEIbCTBA CIEIyeT KOHTPOIUPOBATH COCTOSIHUE CHUCTEMBI CBEPTHIBAHUS
KpPOBH).

TeHauHUAT ¥ pa3pbIB CYXOKUINN

Hopduokcanms, kak u Japyrue (QTOpXMHOJIOHBI, MOXXET BbI3bIBaTh TEHJIUHUT U pa3pbiB
CYXOXKWJINH, OCOOEHHO TPH HATWYMU CIEAYIOIMX (aKTOpoB pHCcKa: Bo3pacT crapme 60 mer,
IPUMEHEHHUE TJIIOKOKOPTUKOCTEPOUIOB, TPAHCIUIAHTALMSl IIOYKH, CepAua WM JErkoro,
NOBBIIIIEHHAs (PU3NYECKas aKTUBHOCTb, XPOHUYECKasl MMOYEYHAs HEI0CTaTOYHOCTh, NOpaKeHHE
CYXOKMJIMI B aHaMHe3€. [laHHbIE SBJIEHUS MOTYT BO3HUKATh U Y€PE3 HECKOJIBKO MECSIIEB IOCIE
3aBeplLIeHMs npuema npenapara. [Ipu nepBbIX MpU3HAKAaX TEHAUHUTA WM pa3pbiBa CyXOXKUIIUS
cleyeT MpeKpaTuTh IMpHeM HopQuIoKcalmHa M O00paTUThCS K Bpady. Bo Bpems Tepanuun
HOPQUIOKCAIIMHOM ~ PEKOMEHJyeTcss  u30eratb  upe3MepHbIX  (U3MYECKUX  Harpysok.
Hopdnokcanmi npoTuBONOKa3aH MalUeHTaM ¢ TEHAMHUTOM M (MJIM) pa3pbIBOM CYXOXKWIMS,
CBSI3aHHBIM C IPUMEHEHHEM (PTOPXMHOJIOHOB (B TOM YHCJIE B aHAMHE3E).

AHeBDI/ISMa " pacCIOCHUEC a0PTHI, DGFVDFI/ITaHI/If{/ HEAOCTATOYHOCTH KjlallaHa Cceparia

[To naHHBIM SHUAEMUOJOTHYECKUX HCCIEIOBAaHUM, COOOIIANIOCh O TIOBBIIIEHHOM pHUCKE
pasBUTHs aHEBPU3MBI U PACCIOEHHS AOPTHI, OCOOEHHO Yy MAllMEHTOB MOXXMUJIOIO BO3pacTa, a
TaKK€ perypruTanuy  aopTajbHOTO W  MUTPAIBHOIO KJIAalaHOB IOCIE IPUMEHEHUs
(GTOPXUHOIOHOB. Y TMAIMEHTOB, MOJYYaOMUX (TOPXUHOJIOHBI, OBUIM OTMEYEHBI CiIydau
pa3sBUTHsI aHEBPU3MBI U PACCIOCHHUSI aOPThI, HHOT/IA OCJIOKHEHHBIE PAa3phIBOM (B TOM YHUCIIE C
JIeTaTbHBIM HCXOJIOM), a TaK)K€ PEerypruTalyi/HEeAOCTaTOYHOCTH JII000Tr0 M3 KIIAaHOB CepAla

(cMm. pasgen 4.8.).



B cBsa3u ¢ 3TUM (PTOPXMHOJIOHBI ClEAYET MPUMEHATh TOJBKO IOCIE TINATEIBHOW OLEHKU
COOTHOULICHUS «II0JIb3a — PUCK» U PACCMOTPEHMs APYIMX BApHUAHTOB TEpallMU y IALUEHTOB C
AQHEBPU3MOM a0PTHI WIM BPOXKICHHBIM ITIOPOKOM KJIAIlaHA CepAlla B CEMEMHOM aHaMHe3e, WIH Y
NAlMEHTOB C JAMAarHOCTUPOBAHHOW aHEBPU3MOW aopThl M (WJIM) pacCIOCHUEM aopThl, WU
3a00JIeBaHNEM KJIallaHOB CepAlla, WIN IPH HAJMYUU APYTUX (PaKTOpOB pUCKA WM COCTOSTHHM,
IIPEAPACIIONIATAIOIINX K PA3BUTHUIO:
® KaK aHEBPHU3MBI M PACCIIOCHHUS A0PThI, TAK U PETypPrUTALMH/HEJOCTATOYHOCTH KIaraHa
cepana (Hanpumep, 3a00IeBaHUs COSAMHUTENBHON TKaHU, TAKHE KaK CHHAPOM Mapdana
win cuHapom Onepca-/lannoca, cunapom TepHepa, Gone3Hs bexuera, aprepuanbHas
TUIIEPTEH3Us, PeBMAaTOUIAHBIN apTpUT);
WJIU JTOIIOJIHUTEIIBHO:
® QaHEBPU3MBl M PACCIOCHUS AOPThl (HAlpUMEp, COCYIUCTbIE 3a00JIeBaHMs, Takue Kak
aprepuuT TakasCy, T'MTaHTOKJIECTOYHBIA apTEpUUT, MOATBEPKACHHBIM aTEPOCKIECPO3,
cunapowm lllerpena);
WIH JIOTIOJIHUTEIIBHO:
® peryprutaluu/HeIOCTaTOYHOCTH  KjIalmaHa cepAua (Hampumep, HMH(EKIHOHHBIH
SHIOKAP/IHNT).
Puck pa3BuTHs aHEBPU3MBI U PACCIOSHHS a0PThI, a TAKXKE MX pa3pbiBa MOXKET OBbITh MMOBBIIIEH Y
MALEHTOB, OJTHOBPEMEHHO NOJIYYarOIIUX CUCTEMHBIE INIFOKOKOPTUKOCTEPOUIBI.
B ciywae mnosiBieHuss BHe3amHOW 0o B JKMBOTE, TPYIM WIM CIIHMHE MallMeHTaM CleayeT
HEMEJJIEHHO 00paTUThCS K Bpady B OT/I€JIEHUE HEOTIIOKHON TTOMOIIH.
[TanrenTam cienyeT peKOMEHAO0BaTh HEMEIJIEHHO OOpaTUThCS 3a MEIUIMHCKON MOMOUIbIO B
ClIy4yae IIOSIBICHUS OCTPOM OJBIIIKH, BIIEPBbIE BO3HHKIIETO OIIYIICHUS Y4YallEHHOIO
cepaueOreHNsl UM Pa3BUTHS OTEKa KMBOTA WJIM HIKHUX KOHEUYHOCTEH.

Yauuenue narepsaga QT

Cnenyer coOmonaTh  OCTOPOXXKHOCTb — MPH  NMPUMEHEHHM  (PTOPXMHOJIOHOB,  BKIIOYAs
HOp(IIOKCAINH, Y TAIIMEHTOB C YCTAaHOBJIEHHBIMU (pakTOpamu pucka yninuHeHus uareppaia QT,
TaKUMHU KakK, HallpuMep:
® BpOXICHHBIM CUHApPOM yanuHeHus uHTepBasa QT uiam nmpuoOpeTeHHoe YUIMHEHHE
nHTepBana QT;
® OJHOBPEMEHHOE IPUMEHEHHME JIEKAPCTBEHHBIX CPEICTB, YMUIMHAIOMMX HHTepBan QT
(Hampumep, uM3anpui, aHThuaputMuueckue npemapatel  [A um Il kimaccos,
TPULMKIMYECKUE U TETPALMKIMUECKUE aHTUICIPECCAHThl, MAKPOJIU/bl, HEHPOJIENTHKH,
IPOTHBOIPUOKOBBIE npernaparsl, IIPOU3BOJHBIE MMUa30171a, HEKOTOpBIE

AQHTUTUCTAMUHHBIE TIPETapaThl, B TOM YHCIIe acTeMH30JI, TepdeHaanuH, 20aCTHH);



® DJICKTPOJIUTHBIN AucOanaHc (Hampumep, Mpu TUIMTOKATUEMHH, THTTOMAarHUEMHN );
e c 3a0oJyieBaHUsIMU cepla (Harpumep, cepaeyHasl HeJ0CTaTOYHOCTh, HH(APKT MUOKap/a,
Opanukapus).
VY nmanueHTOB MOXKWIJIOTO BO3pAacTa M KEHIUH OTMEUYAETCsl TUIIEPUYBCTBUTEIBLHOCTD K JCHCTBUIO
[IPENapaToB, BHI3BIBAIOLIMX yAJuHEeHUE KoppurupoaHHoro untepBana QT (QTc). Ilostomy
cleyeT  CcoONoaTh  OCTOPOKHOCTh  IPH  NPUMEHEHWH  (DTOPXHMHOJOHOB,  BKIHOYAs
HOP(UIOKCAIMH, Y ATHUX TPYIII MaMEHTOB (CM. pa3zeinsl 4.5., 4.8.).

['MnornmMKeMus ¥ THIEPrINKEMUS (I[I/ICFJ'II/IKCMI/IH)

Kak 1 npu nmpuMeHeHHH APYTUX XHHOJIOHOB, IIPU MPUMEHEHUH HOpQIIOKcannHa HaOI0aIuch
Cllydau pa3BUTUS TUIEpPrIIMKeMUM W runoriukemuu. Ha ¢one Tepamum HopgrokcannHoMm
JUCTIUMKEMHUS MOXKET 4Yallle BO3HUKATH y IAlMEHTOB IIOKWJIOIO BO3pacTa W NALUEHTOB C
caxapHblM  AMa0eToM,  IOJyYarollUX  CONMYTCTBYIOIIYKD  TEpalnui0  IepopaibHbIMU
THIOTIIMKEMUYECKUMHE TIperapataMi Wi HHCYJWHOM. llpu mpuMeHeHMu HOpQIIOKCanuHa Y
TaKUX ITAllMEHTOB BO3PACTa€T PUCK Pa3BUTHUS TMIIOINIMKEMHUH, BIUIOTH A0 THIIOIVIMKEMUYECKON
kombl. HeoOxoaumo MHGOpMHUPOBATh MALIMEHTOB O CUMITOMAax T'MIIOTIMKEMHUHU (CIyTaHHOCTh
CO3HAHUs, TOJIOBOKPY)KEHHE, «BOJYMI» alIeTHT, rojOBHAas O0Jb, HEPBO3HOCTb, OLIYLICHHUE
cepAneOneHns WM Y4YalleHWe IyJbca, OJIEAHOCTh KOXHBIX ITOKPOBOB, HCHApWHA, IPOXKb,
cnabocts). Ecnam y manueHTta pa3BUBaeTCs TUIOTJIMKEMHS, HEOOXOAMMO HEMEJIEHHO
IPEKPaTUTh JeUeHHE HOP(IOKCAIIMHOM M HayaTh COOTBETCTBYIOLIYIO Tepamuio. B aTux ciryyasx
pEeKOMeHyeTcs NMEePEeUTH Ha Tepanuio JIpyruM aHTHOMOTHUKOM, OTJIMYHBIM OT (PTOPXUHOJIOHOB,
ecii 3TO BO3MOKHO. [lpu mpoBeneHHMH jeueHUs HOPQIIOKCALMHOM Yy IAlMEHTOB IMOXHIIOTO
BO3pacTa M y NAIMEHTOB C CaXapHbIM AMa0eTOM PEKOMEHAYETCSl TUIATENbHbII MOHUTOPUHT
KOHIIEHTPALUH TIIOKO3bI B KPOBH.

HapyI1iieHus co CTOpOHBI OpraHa 3peHus

[Tpu nosiBIeHUM HapyLIEHUS 3PEHUS UIIH JIFOOOM JIPYTrOM M3MEHEHUHU CO CTOPOHBI OpraHa 3peHust
ClIeZlyeT HEMEIJICHHO 00paTUThCS K OKYJIHCTY.

[IceBoMeMOpaHO3HBIN KOJUT

[Tpumenenne Hop(IOKCaIIMHA MOXKET MPUBOJUTH K Pa3BUTHUIO IICEBJOMEMOPAHO3HOTO KOJUTA,
BeI3BaHHOTO Clostridium difficile. B aTom citydyae He06X0UMO OTMEHHUTD MpenapaT U Ha3HAYUTh
COOTBETCTBYIOIlee JIeUeHHE (TMPUMEHEHHWE BAHKOMHUIIMHA BHYTPh WM METPOHHIA30J1a).
[TpoTrBOMOKa3aHO PUMEHEHHUE MIPETIAPATOB, TOPMO3SIINX MEPUCTATETUKY KHIICUHUKA.

Hapymienue d)VHKHI/II/I OCYCHU

[lpu mnpumeHeHHH HOPQIIOKCAIIMHA COOOIIANIOCH O CIIydasX pa3BUTHUS XOJIECTATUYECKOTO

renaruta. [lanuenra ciegyer npoMHGOPMUPOBATE O TOM, UYTO B CIIy4ae MOSIBICHUS CUMITOMOB



HapymeHuss GyHKIUH TIeYeHH (aHOPEKCHSs, JKeITyXa, MOTEMHEHHE MOYH, 3y, 00Jb B )KHBOTE)
HE00X0IUMO 0OpPATUTHCS K Bpauy MPEkK/E, YeM MPOJAOKUTE JIeUeHUE HOPPIIOKCAITUHOM.

BcrnioMmorarensHble BEIECTBA

Kpacumenv conneunviii 3axam swcenmonii (E110)

Bxoasmumit B cocraB npemapara azokpacuresb (E110) (kpacutenb COMHEYHBIA 3aKaT >KEITHIA
(E110)) moxeT BbI3bIBATH AJJIEPTUYECKUE PEAKIIHH.

4.5. B3anMojgeilicTBMe C JAPYrHMH JIEKAPCTBEHHbIMHM IpenaparamMu W JApyrue BH/bI
B3aHNMOJAEeHCTBUSA

Hurpodvpauroun

Kak u mpu mpuMeHEHHMH APYTHX OPraHMYECKHX KHUCIIOT, O0JIQJAIONINX aHTHOAKTEPHAIHHBIM
JecTBUEM, MEXay HOPQIIOKCAIIMHOM U HUTPOPYPAHTOMHOM B YCJIOBUSAX in vitro ObuI
IPOJIEMOHCTPUPOBAaH aHTaroHusM. IlosTomy HopduiokcanuH M HUTPO(YPAaHTOMH HE CilexyeT
IIPUMEHATH OJTHOBPEMEHHO.

/Ilnnanosux

IIpenaparsl, conep:kamue JUAAHO3UH, HE CIEAYET IIPUMEHATH OJHOBPEMEHHO WJIM B TEYCHHE
2 4acoB IOCJ€ NPUMEHEHHs HOpP(IOKcalmHAa B CBS3M C BO3MOYKHBIM BIIMSHUEM JaHHBIX
IpenapaToB Ha BcachlBaHHE HOP(IOKCAIMHA U TIOCIEIYIOLUIMM CHH)KEHUEM €ro KOHIIEHTpallu B
CBIBOPOTKE KPOBH M MOYE.

Kodenn

HekoTopble XUHOJOHBI, BKIIIOYass HOPQIIOKCAIMH, MHTUOMPYIOT MeTabosin3M KodeuHa. ITo
MOXET TPUBECTH K YMEHBUICHHIO KIUpeHca Ko(enHa | YBEIMUEHHIO €ro IepHoja
nonyBeiBesieHuss (T'2), 4TO B ciayyae OJHOBPEMEHHOIO TpPUMEHEHHs HOp(]IoKcaluHa U
IIPEnapaToB, CoAepk AKX KOPEerH, MOKET MPUBECTU K YBEITMUYEHHUIO KOHIIEHTpAauu KodenHa B
I1a3M€e KPOBH.

HIIBII

OpnnoBpemenHoe npumenenue HIIBII (kpome aneTmicaauiiioBOl KHCIOTHI) U XHUHOJOHOB,
BKJItOUasi Hop(okcanuH, MoxeT yBenuuuTh puck crumyinauun HHC u mocnenmyromiero
pa3BUTHS CYAOPOXKHBIX Ipunankos. [loaToMy y JHI, OJZHOBPEMEHHO MOJYYaIOLIUX TEPAIHUIO
HIIBII, HopdmokcanuH ciaexyeT IpUMEHSITh ¢ OCTOPOKHOCTBIO.

Denbyden

JlaHHBIE, TOJNly4eHHBIE B HCCIENOBAHMAX Ha JMXUBOTHBIX, ITOKA3aJM, YTO OJHOBPEMEHHOE
IpUMEHEHHE XWHOJOHOB U (peHOy(deHa MOKeT BBI3bIBaTH CyAOporu. I1oaToMy XHWHOJOHBI U
¢denOydeHn He crenyeT IpUMEHITh OTHOBPEMEHHO.

I'opMoHAIbHBIE KOHTPAICIITUBEI




HekoTtoprie anTHOaKkTepHallbHbIE CpPEICTBA, TaKH€ KaK XHHOJOHBI, OCHaOsSIOT JelcTBUE
TOPMOHAJLHBIX KOHTPAICTITHBOB.

[{uksiocnopun

CooOmasioch 00 yBEIMYEHUH KOHIEHTPALMU LUKIOCIOPHHA B CBIBOPOTKE KPOBHU IpPU
OJIHOBPEMEHHOM NpuMeHeHUu HopdaokcanuHa. CreayeT KOHTPOJIMPOBATh KOHIEHTPAIUIO
[UKIIOCTIOPDHHA B CHIBOPOTKE KpPOBHM U, B CIIy4ae OJHOBPEMEHHOTO TMPUMEHEHHUS JTHX
MpernapaToB, HAAJIEKAIIUM 00pa30M KOPPEKTHPOBATH 103y IUKIOCIOPUHA.

Bapdapun

XUHOJIOHBI, BKIOYas HOPQIIOKCALMH, MOTYT YyCHJIMBaTh JACWCTBUE AHTHUKOAryJSHTOB s
npreMa BHYTpPb, B TOM 4YHCIIe BapdapuHa, ero MpOW3BOJHBIX WM aHAJIOTHYHBIX IPEIapaTos.
Ecim He ynaercs wu30ekaTh OJHOBPEMEHHOTO IPUMEHEHHS J3THUX IPENaparoB, CIEAYeT
KOHTPOJIMPOBATh MPOTPOMOMHOBOE BpeMsi WM JIPYTHE COOTBETCTBYIOLIUE MapaMeTphbl
CBEPTHIBAEMOCTH KPOBH.

XWHOJIOHBI, B T. 4. HOP(JIOKCAIMH, B yCIOBHAX in vitro mHTHOUpYyoT m3odepmeHT CYP1A2.
OpnHOBpeMEHHOE TPUMEHEHUE C JIEKAPCTBECHHBIMU IpenaparaMu, MeTa0OIH3UPYIOMUMUCS
uzopepmentom CYP1A2 (mampumep, kodeuH, KI03amuH, PONUHHUPOI, TaKpHH, T€O(QUIUIUH,
TU3aHUUH), IPU OOBIYHOM JO3MPOBAHUHM MOKET MPHUBECTH K MOBBIIICHUIO KOHIEHTPALIUU €ro
cyOcTpaToB B TUIa3Me KpoBHU. B CBsi3M ¢ 4yeM HEOOXOIMMO HAONIOACHHE 3a TaIlMeHTaMU,
MPUHUMAOIIMMH ITH TIPETapaThl OTHOBPEMEHHO ¢ HOP(IOKCAITTHOM.

Teodunnun

[Ipy oAHOBpEeMEHHOM MpPUMEHEHUU HOPQIIOKCAIMHA U TEOPUIIIMHA CIeIyeT KOHTPOIUPOBAThH
KOHI[EHTPAIIMI0 TEeOPWUTMHA B IIa3Me KPOBH W KOPPEKTHPOBATh €ro 03y, TaK Kak
HOP(UIOKCAIIMH CHIDKAET KIUpeHC TeodwuimHa Ha 25 % U MOXKET HaOMIoAaThCsl pa3BUTHE
COOTBETCTBYIOIIUX HEKEIATeIbHBIX TOOOYHBIX 2PPEKTOB.

AHTanuaHpIe CPEACTBA, COASPKAIINE TUAPOKCU aTIOMHMHUS WM MAarHus, a TaKKe IIpernaparThl,

COJICPKAINE JKEIS30, IMHK, KAIbITHI CVKDaJ'IBCbaT

[IpenapaTsl Kanplusi, Ipenaparhbl, COAepKaIIue Kene30, HUHK, aHTalUAbl WK cyKpaibdar, He
clieflyeT MPHUMEHATh OJHOBPEMEHHO C HOP(QIIOKCAIIMHOM, TaK KaK 3TO MOXET YMEHBIIUTh
BCachIBaHHE HOP(IIOKCAIIMHA U, COOTBETCTBEHHO, CHU3UTh KOHIICHTPALIMIO B CHIBOPOTKE KPOBU U
moue. Hopdiokcanun cineayeT npuHUMaTh 3a 2 yaca J0 WM He MeHee 4eM depe3 4 yaca rociie
IIpUeMa 3TUX IPenaparoB BHYTPb. JTO OTPAaHWYEHUE HE PACHpPOCTPAHSAETCS HAa AHTArOHMCTHI
ructaMuHOBBIX Ho-penientopos.

IIuTtaTtenpHbBIC PaCcTBOPAI A1 IMPHUEMA BHYTPb WM MOJOYHBIC TIPOAYKTHI (MSIFKI/IG Wi XUOKHUC

MOJIOUHBIE MPOAYKTHI, TAKME KaK HOTYypT) YMEHBIIAIOT BcacklBaHHe HOpQuiokcanuHa. [losTomy



HOp(UIOKCAIIMH CJIeyeT MPUHUMATh MO0 MEHbBIIIEeH Mepe 3a 1 yac J0 Wiau vepe3 2 yaca Tocie
mprueMa TakKux NUTaTCJIbHBIX PACTBOPOB U MMPOAYKTOB.

JIekapCTBEHHBIE CPEJICTBA, CHIDKAIOIINE CYJIOPOKHEIA OPOr

OI[HOBpeMeHHOG IIPUMCHCHUEC C JICKAPCTBCHHBIMHU CPCACTBAMH, CHHXKAIOUIWMMHU Cy,HOpO)I(HBIﬁ
IMopor, MOXXCT IIPUBCCTU K PA3BUTUIO SHHHGHTI/I(bOpMHBIX IMPpUITaJIKOB.

[ TIOKOKOPTHKOCTEPOUIBI

OI[HOBpeMeHHOC IMPUMCHCHUC C TJIIFIOKOKOPTUKOCTCpOUIaMU MOXCT CII0COOCTBOBATH
YBCIIUYCHUIO PUCKA PaA3BUTHA TCHAWMHUTA W pa3pbiBa CYXO}I(I/IHPlﬁ.

I'nnornMkeMHudecKre cpeJicTBa

Hopdnokcaniun  MokeT  yCWiIMBaTh  TEpPANEBTUYECKOE  JIEUCTBHE  THIOTIMKEMHYECKHX
npernapaToB (MPOU3BOJIHBIC CYIb()OHWIMOYECBHHBI), IMOATOMY HEOOXOIUMO KOHTPOJIUPOBATH
KOHIIEHTPAIUIO [IIOKO3bI B KpoBU. [IpH 0JHOBpEMEHHOM IpHeMe ¢ MIHOSHKIAMHII0M BO3MOXKHO
Pa3BUTHE TSKEIOU TUIIOTTIUKEMUH.

OpnHOoBpeMeHHBI MpueM HOp(QIIOKcalMHa C HpermapaTamu, OO0JaIAIONIUMU [TOTCHIMATBHOU

CIOCOOHOCTBIO NOHMYKATh apTepUaIbHOE AABJIEHUE, MOXKET BBI3bIBATh PE3KOE €ro CHIKeHue. B
CBSI3U C 3TUM B TaKuX ClIydyasX, a TakKe IpU OAHOBPEMEHHOM BBEJCHMM C OapOuTypatamu U
JPYTUMH JICKapCTBEHHBIMM CPEJCTBAMHU ISl OOLIEH aHecTe3uu CcleAyeT KOHTPOJIMPOBATh
4acTOTy  CEpACUYHBIX  COKpalleHUuH, apTepHalbHOE  JaBIEHHWE M IOKa3aTelH
anektpokapanorpammsl (OKT).

[Ipenapartel, yaauHasomme nareppal QT

Hopdunokcanms, kak u Apyrue (QTOPXHHOJIOHBI, CIEAyeT MPHUMEHSATh C OCTOPOXKHOCTBIO Y
NAlMEHTOB, MOJYyYalolUX MpenapaTsl, yiuHsomue uHTepBan QT (Hampumep, HuU3anmpuf,
anTHaputMudeckue mnpenapatsl IA u Il kimaccoB, TpULMKIMYECKHE W TETPALMKINYECKHE
AHTHUJETPECCAHTHI, MAKPOJIUIbI, HEHPOJIENTHKH, TPOTUBOIPUOKOBBIE MpenapaThl, MPOU3BOIHBIE
UMHJ1a30J1a, HEKOTOpble aHTUTUCTAMUHHBIE MPENapaThl, B TOM YUCIE acTeMM30J, TeppeHa uH,
s0actuH) (cM. pazzen 4.4.).

[TpoGeHenu1 MOKET CHHKATh IKCKPEIU0 HOp(IOKCalUHA.

4.6. ®epTHIBHOCTb, 0€PEMEHHOCTD W JIAKTALMS

be3onacHocTh MpuUMEHEHHs NMpH OEPEeMEHHOCTH W B TEPUOJ TPYIHOTO BCKAapMIIMBAHUS HE
n3yuena. [Ipemapar mpotuBomoka3zan mnpu OepemeHHoctd (cM. pasmen 4.3.). Ilpum
HEOoOXOJUMOCTH Ha3zHaueHus Impernapata HomuuuH rpyaHOe BCKapMIIMBaHUE —CIEAyeT
npekpaTuth (cM. paszaen 4.3.).

4.7. Bausinue Ha CHOCOOHOCTH YNPABJIATH TPAHCHOPTHBIMHU CPeICTBAMH H pPadoTaTh €

MEXaHU3MaMHU
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HeobxoxnMo coOmronaTh OCTOPOXKHOCTh MPU  YIPABICHWH TPAHCIOPTHBIMH CPEICTBAMH,
mexanuzmamu. Crenyer NpUHUMATh BO BHHMAaHHE MOTEHIUAIBHYIO BO3MOXKHOCTh Pa3BHUTHUS
TaKuX MOOOYHBIX 3((HEKTOB, KaK rOJOBOKPYKEHUE, COHIIMBOCTh M paccTporicTBa 3peHus. [lpu
HOSIBJICHUH OIMCAHHBIX HEXKEIAaTeNbHBIX SBICHUN CIEIyeT BO3JCPKHUBAThCA OT yKa3aHHBIX
BUJIOB JICSITEIBHOCTH.

4.8. HexenarejbHbIe peaKuMu

Tabauunoe pPE3IOME HEXKENATCIbHBIX PEaKIINA

YacTora BCTPEYaeMOCTH OIpeeseHa CleaylommuM obpa3oM: odeHb vacto (> 1/10), wacro
(= 1/100, HO < 1/10), HeuacTo ( > 1/1 000, HO < 1/100), peaxo (= 1/10 000, ro < 1/1 000), oueHn
penko (< 1/10 000), gactoTa HewW3BecTHA (Ha OCHOBAaHHMHM  HMMECIONIUXCS JIAHHBIX OIICHUTH
HEBO3MOKHO). HeenarenbHble peakiMy CrPyNIMPOBaHbI B COOTBETCTBHHM C IMOPSIKOM Ha

OCHOBaHUU CUCTEMHO-OpTraHHbIX KiaccoB (COK).

COK HesxenarenbHble peakuuu Yacrora BCTpeyaeMoCTH
Nudexunu u uuBasun | BarunaneHbIM KaHAUI03 Penxo
Hapymenus co | Do3uHOoDMINA, nenikonenus, | Hedacro

CTOPOHbI KPOBM M | HEUTpONEHUs, TPOMOOLIONEHMUS,

JuMpaTudecKon YAJUHEHHE  MPOTPOMOUHOBOTO
CHCTEMBI BpEMEHU
I'emonuTnyeckas anemus | Peako
(0OBIYHO CBA3aHa c

HEIOCTATOYHOCTBIO TJIFOK030-6-

docdarnerunaporeHasbl)

Hapymenus €0 | AHauIIaKTUYECKHE PEAKIINH Penko

CTOPOHBI  MMMYHHOIi | Peakiun
YacroTra Hen3BecTHA

CHCTEMBI TUIIEPYYBCTBUTEIBHOCTH
Hapymenus Tsoxemass TUTIOTIIMKEMHUS, BILIOTh
MeTa00JIu3Ma " | 10 pazButus | YacToTa HEeM3BECTHA
IIUTAHUA FI/IHOI‘J’II/IK@MI/I‘-IGCKOﬁ KOMBI
Ilcuxnueckue CMmena HACTPOCHHS,
Penxo
HapyLUeHUS CIIyTaHHOCTb CO3HaHUs, CTpaXx,
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rajuIrolHaIMHY, JleTIpeccust,
OCCIIOKOMCTBO,

pa3apaKUTEIIBHOCTD,  dH(opus,
JIC30PUCHTAINS,  TICHXUYCCKHE

HapymcHuss MW TICUXOTHYCCKUC

peaxkuuun
Hapymenust co | ['onoBHas 00J1b,
Heuacto
CTOPOHBI HEPBHOM | TOJIOBOKPYKEHUE, COHIIUBOCTH
CHCTeMbI* ITapecresns, OeccoHHuIa,
HapyLIEHUS CHa,
MOJIMHEeMponaTus, BKiIto4as | OueHb peako
CHUHJPOM I'uitena-bappe,
Cyoporu
Hapymenus co
Hapyuienue 3peHus,
CTOPOHBI oprana Penko
MTOBBIIICHHAS CJIE30TOYMBOCTh
3peHus®
Hapymenus co
CTOPOHBI OPraHa cjyxa | 3BOH B yIIax Penxo

" JJa0upuHTA™

Hapyumenus co | Taxukapaus, apuTMus, B TOM
CTOPOHBI cepaua** YHCIIE KEyI0UYKOBasi apUTMHS U
TaXUKapAus TUOA  IIHPYIT»
(3aperucTprupoBaHsbl
MIPEUMYIIIECTBEHHO Yy ManueHToB | YacToTa HeU3BeCcTHa
¢ (QaxTopamMu puCKa YUIMHEHUS
uatepBaia QT ma  OKI),
ynnuHenue wuHTepBata QT Ha
OKT (cMm. paznenst 4.4.,4.9.)
Hapymenus co | Backynur ¢ merexusmMu U
y y
Penxo
CTOPOHBI COCYA0B** reMopparu4eCKuMU IaryJIaMu
Kenynouno- Wzxora, Oomp © chma3mbl B
Heuacto
KHIIIeYHbIe KUBOTE, AUapesi, TOIHOTa
HapyLIeHHs PBorta, aHOpeKcus,
Penko
NICEBIOMEMOPAHO3HBI  KOJIMT,
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MaHKPEaTHT

Hapymenus co | X0JIeCTaTUYECKUI renaTur,
Yacto
CTOPOHBbI TEYEeHM M | TeNaTUT
JKeTYeBbIBOJSIINX
. Kenryxa Yacrora Hens3BecTHA
nyrei
Hapymenus co | Cpinb Yacto
CTOPOHBLI  KOxXM U | KoxxHble peaxkuuu,
MOJKOKHBIX TKAHEH 9KC(OTNATUBHBIN JIEpMaTuT,
TOKCHUYECKUH  SIHJEPMalIbHBIN
Hekponu3 (cuHapom Jlaiemna),
MHOTo(hopMHast spuTemMa
(cunapom CrtupeHca-/[>KoHCOHA),
(OTOUYBCTBUTEIBHOCTD (cm.
paznen 4.4.), 3yA, KpanuBHHIIA,
AQHTMOHEBPOTUYECKUH OTEK.
PazButue
(OTOUYBCTBUTEIBHOCTU
HaOmoJaNnoCch y  TMalMeHToB, | Peako
KOTOpBIE BO BpeEMs Tepanuu
XMHOJIOHOBBIMU aHTHOMOTHKAMHU
HaXOJWINCh Ha COJHIE WIH
MOJIBEPTraJIuCh 0o0Jiee CHIBHOMY
COJIHEYHOMY U3ITyYEHUIO
(poToTokcuueckue peaKiuu,
dboToceHcuOUIM3aIms,
COTPOBOKAAIOIIASICS
o0pa3oBaHUEM IIy3BbIPHKOB,
[IOKPACHEHHEM M OTEKOM KOXKH)
(cMm. pasaen 4.4.)
Hapymenus co | Pabnomuonus Heuacro
CTOPOHbI MBIIIEYHOH, | TeHAMHHT, TE€HJ0CUHOBHT,
CKeJIeTHOM u | muanrus u  (wim) aprtpanrus, | Peaxo
COC/IMHHUTEIBbHOM BOCTaJIEHUE CYCTaBOB
TKAHH™* Pa3pbIBbI cyxoxunuil | OueHp perko
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(Hammpumep, axuiuioBa
CyXOXWIHsI)) — OOBIYHO TpHU
HaJIU4YMKM  [PEApaACIIOIararoninx
bakTopoB, YXYALIEHUE
CUMIITOMOB ~ MHUAaCT€HHH  (CM.
paznen 4.4.)

Hapymenust co | Kpucramnypus Heuacrto

CTOpOHBI  mo4exk W | [loBwimeHue KOHILIEHTpaluu

MO4Y€BbIBOISIIIIUX MOYEBHUHBI U KpEaTUHHHA B

. Penxo

nyrei rJIa3Me KpOBH,
WHTEPCTUIIUAIBHBIN HEPpUT

OO0mme HapyuieHMsl M

peakuuu B MecTe | YCTaJIOCTh Penko

BBeJICHUA*

JlaGoparopHbie u | [loBbiieHnE YPOBHEHU

HHCTPYMEHTAJIbHbIE TpaHCaMHUHAa3, HICJIOYHOM

JAaHHbIE docdaTassl u | Heuacro
JAKTATIETUAPOreHa3bl (JIAI),
CHIKEHHE FeMaTOKpHUTa

* B oO4YeHb peAKUX CcIydasX TNpd NPUMCHCHHH XWHOJIIOHOB W (PTOPXHWHOJIOHOB, HWHOT/IA
HE3aBHCHMO OT MCXOJHO MMEIOIMMXCS (aKTOpPOB PHUCKA, OBLTU 3apETUCTPUPOBAHBI JITUTEIBHO
coxpaHsiromuecs (10 HECKOJIbKHUX MECSAIEB WIH JIET), WHBATUAU3UPYIONINE W MOTEHIHAIBHO
HEeoOpaTHMbIE CEepbe3HBbIE MOOOYHBIE PEaKIMM Ha Tperapar, 3aTparuBarollie HECKOJIBKO, a
WHOT/Ia 1 MHOXECTBO, KJIACCOB CHCTEM OPraHOB M OPTraHOB YYBCTB (BKJIIOYAs TAKHE PEAKIIUH,
KaK TEHIWHHUT, Pa3pblB CYXOXWUJIHS, apTpairusi, 00Ib B KOHEYHOCTSIX, HAPYIICHUE IMOXOMIKH,
HelponaTHy, CBI3aHHBIE C MTAPECTE3UIMH, JETPECCHsi, MOBBIIICHHAS] YTOMIIIEMOCTh, HApyIlIeHHE
naMATH, HApyIICHWE CHA, a TakKe HapyIIeHUs CciayxXa, 3peHHs, BKyca M OOOHSHUA) (CM.
paznen 4.4.).

** 'V MmanueHToB, MOJyYaBIIUX (TOPXUHOJOHBI, OBLTM OTMEYEHBI Cllydal AaHEeBPU3MBI U
paccioeHusl a0PThI, MHOT/Ia OCJIOKHEHHBIE Pa3pbIBOM (B TOM YHCIE C JIETaIbHBIM HCXOJOM), a
TaK)Ke perypruTaruu/HeJ0CTaTOYHOCTH JIF000T0 Kiianana cepana (cM. pasnen 4.4.).

COO6H_ICHI/IG 0 ITOA03PEBACMBIX HEXKCIIATCIbHBIX PCAKIINAX

BaxxHo cooOmarh 0 TOM03PEBACMBIX HEXKENATENbHBIX PEAKIUAX TIOCIIe PETUCTpPAIlluU

JICKApCTBCHHOT'O IMperiapaTa C LCJIbIO obecneueHUs HCIMIPCPBIBHOI'O MOHUTOPHUHTA COOTHOUICHU A
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«10Jb3a — PHUCK» JIEKAPCTBEHHOTO Mpemnapara. MeauiMHCKUM pabOTHUKaM pPEeKOMEHAYEeTCs
coolmiate O JIIOOBIX MOJ03PEBAEMBIX HEXKENIATENbHBIX PEaKIHIX JICKapCTBEHHOTO Ipernapara
Yyepe3 HallMOHAJIbHBIE CUCTEMBI COOOIIEHUS O HEKEIATEIbHBIX PEAKIMIX IOCY1apCTB — YICHOB
EBpaszuiickoro 3kOHOMH4ECKOro CO03a.

Poccuiickasa ®@eoepayus

109012, r. Mocksa, CnaBsinckas ., A. 4, ctp. 1

@DenepanbHas ciry:x0a 1o Haa30py B cepe 3ApaBOOXpaHEHHUS

Temn.: +7 (800) 550 99 03

Anpec 311, mouthl: pharm@roszdravnadzor.gov.ru

Be6-caiit: https://roszdravnadzor.gov.ru

Pecnybnuxa benapyco

220037, r. Munck, ToBapuilieckuii mep., 1. 2a

VII «llenTp 3kCriepTU3 U UCIIBITAHUN B 3IPABOOXPAHECHUN

Ten.: +375 (17) 242 00 29

Anpec 1. mouts: repl@rceth.by

Be6-caiit: www.rceth.by

Pecnybnuxa Kazaxcman

010000, r. Acrana, paiton baitkonsip, yi. A. Umanosa, 1. 13, BL| «Hypcayner 2»

PI'TI Ha IIXB «HanuoHanbHBIA LEHTP 3KCIEPTU3BI JIEKAPCTBEHHBIX CPEACTB U MEIULIMHCKHUX
u3nenuit» KomuTera MeTUIIMHCKOTO U (apMaleBTUYECKOro KOHTpoisi MUHHUCTepCTBa
3apaBooxpaneHus Pecnyonuku Kazaxcran

Tem.: +7 7172 235 135

Anpec 1. noutsl: farm@dari.kz

Be6-caiit: www.ndda.kz

Pecnybnuxa Apmenus

0051, r. EpeBan, np. Komuraca, 1. 49/5

«lleHTp AKCEPTU3BI JTIEKAPCTB U MEAUIIMHCKUX TexHosorui» ['HKO

Ten.: +374 60 83 00 73

Anpec a11. moutsl: info@ampra.am; vigilance@pharm.am; letters@pharm.am

Be06-caiit: http://www.pharm.am

Keipevizckas Pecnybauka

720044, Yyiickas obnacts, r. bumikek, yin. 3-s1 Jlunus, a. 25

JenapTamMeHT JIeKapCTBEHHBIX CPEACTB U MEAULIMHCKUX U3IETUI

Ten.: +996 (312) 21 92 86

Anpec a1. moutsl: pharm@dlsmi.kg
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4.9. Ilepeno3npoBka

CHMITOMBI

TomHOTa, pBOTA, AUApEs; B THKEIBIX CIy4asX — FOJOBOKPYKEHHE, COHIIMBOCTb, «XOJIOIHBIN
MOT, CIYTAaHHOCTb CO3HAHMS, CYJIOPOTH, OJyTJIOBAaTOE JHI0 0€3 HW3MEHEHHS OCHOBHBIX
reMOJIMHAMHUYECKHX MOKa3aTelIeH.

JleueHue

[IpombIBaHME KeITyaKa, aJleKBaTHAs THAPATAIIMOHHAs Tepanus ¢ (GOPCUPOBAHHBIM ITUYPE3OM U
cUMITTOMaTru4eckas Tepanus. Tpebyercs oOcaenoBaHUE U HAOIIOJICHUE B CTAIIHIOHAPE B TCUCHUE
Heckoubkux nHel. Crenyer koHTposmpoBarh DKIT M3-3a BO3MOXKHOTO Y/UIMHEHUS WHTEpBaJia

QT. Cneunduueckoro aHTHIOTA HET.

5. ®APMAKOJIOTMYECKHWE CBOMCTBA
5.1. ®apmakoauHaMHYecKHe CBOIiCTBA
®dapMakoTepareBTUYECKas TPYIIA: aHTHOAKTEpUATbHBIC CpPEACTBA CHCTEMHOTO JCHCTBUS;
MIPOU3BOIHBIC XHHOJIOHA; (PTOPXHUHOIOHBI
Koxn ATX: JOIMAO6

Mexanusm neificTBus

[IpoTuBOMUKPOOHOE CpEACTBO M3 TIpynmnbl (PTOpXHHOIOHOB. OKa3bBaeT OaKTEPULIUIHOE
neiicteue. Bo3spelictByer Ha OakrtepuanbHbiii gepment JIHK-rupasy, oGecnednBaromryto
CBEPXCIUPATU3AIMIO U, TAKUM 00pa3oM, crabunbHocTh JIHK Gaktepuii. JlectaOunuzanus nenu
JHK npuBogut k rubenu Oaxrtepuil. OOnagaeT MMPOKUM CIEKTPOM aHTHOAKTEPUATBHOIO
JICHCTBHSI.

dapmakogngamMuyeckue 3P HeKToI

AKTHBEH B YCIOBHMAX in Vitro M in Vivo B OTHOIIEHUM CIEAYIOIIUX MHKPOOPTraHM3MOB:
rpaMIoJI0XKHUTEIbHBIE a9po0bl — Enterococcus faecalis, Staphylococcus aureus, Staphylococcus
epidermidis, Staphylococcus saprophyticus, Streptococcus agalactiae; rpamoTpHIIaTeIbHBIC
aspoob1 — Citrobacter freundii, Enterobacter aerogenes, Enterobacter cloacae, Escherichia coli,
Klebsiella pneumoniae, Neisseria gonorrhoeae, Proteus mirabilis, Proteus vulgaris, Pseudomonas
aeruginosa, Serratia marcescens, Salmonella spp., Shigella spp.

AKTHBEH B YCIOBUAX 1In  Vitro B  OTHOIICHHH CJEAYIOIMHMX MHKPOOPTAaHU3MOB:
rpamoTpunarensHeie  adpobsr — Citrobacter diversus, Edwardsiella tarda, Enterobacter
agglomerans, Haemophilus ducreyi, Klebsiella oxytoca, Morganella morganii, Providencia
alcalifaciens, Providencia rettgeri, Providencia stuartii, Pseudomonas fluorescens, Pseudomonas

stutzeri; mpouue — Ureaplasma urealyticum.
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HeakTuBeH B OTHOIIEHUH OOJIMTaTHBIX aHaYPOOOB.

Pe3ucreHTHOCTD, OOYCIIOBJICHHAS CIIOHTAaHHBIMU MYTalMsSMH, BCTpedaeTrcs peako. B peakux
Cllydasix SHTEpOOaKTEepUU MPOSBISIIOT PE3UCTEHTHOCTh K Iperapary. Pe3sucTeHTHOCTh yaiie
pa3BuBaeTcs co CTOpoHbl Pseudomonas aeruginosa ¥ METHUMJUIMH-PE3UCTEHTHBIX MITAMMOB
cTapUIOKOKKOB. Pe3ucTeHTHOCTh He omocpenoBaHa IutazMuaaMu. OHa SBISETCS CIEICTBUEM
XPOMOCOMHBIX MyTauuid B 6akrepuanpaoil JJHK-rupaze. Mexay HOpQIOKCAIIMHOM U APYTUMH
(TOPXMHOJIOHAMH  BO3MOXKHO  pPa3BHTHE  NEpPEKpPEeCTHOW  pe3ucTeHTHocTH.  llItammbl,
PE3UCTEHTHBIE K HAIUUKCOBOM U MUNIEMHUI0BOI KUCIOTE, BOCOPUUMYHUBHI K HOP(IOKCALIUHY .
5.2. DapmakoKMHeTHYECKHE CBOMCTBA

AOGcopouus

Hopdmokcarmua Owvictpo, HO He momHOCTRIO (30—40 %) BcacwiBaeTcs mocie MmpuemMa BHYTPb.
[Tpuem numum 3ameqisier abcopbuuro mpemnapara. MakcumanbHas KoHIEHTpanus (Cmax) B
1a3Me KpoBU JocTuraercs uepe3 1-2 yaca u cocrasinser ot 0,8 1o 1,5 MKr/mMi B 3aBUCUMOCTH
ot 1036l (200—400 mr).

Pacnpenenenne

Huzkas BennuuHa cBsi3biBaHUS HOpdUiokcannHa ¢ 6enkamu ia3mbl kposH (10-15 %) u Beicokas
pacTBOPUMOCTh B JUNUAAX OOYCIAaBIMBAIOT OONBIIONW O0BEM paclpeneneHus Ipernapara u
XOpolliee MPOHUKHOBEHUE B OPTaHbl M TKaHM (MTApEHXUMa MOYEK, SIMYHUKHU, KUJIKOCTh CEMEHHBIX
KaHAJIBIIEB, MIPEACTATENIbHAS KeJe3a, MaTKa, OpraHbl OPIONTHOM MOJIOCTH M Majoro Tasa, )Kelldb,
rpyaHoe MoJoko). [IponukaeT uepe3 reMaTosHIehaTnuecKHii U TUTAlIEHTAPHBIN Oaphephl.

Yepes 2—-3 yaca mocie mprema BHYTph HopdokcanuHa B 103e 400 Mr KOHIIEHTpalus B MOue
npesbiiaer 200 Mkr/mii, B TeueHue 12 yacoB oHa mojjep:xkuBaercs Ha ypoBHe 30 Mxr/mi. Ilpu
pH Moun 7,5 pactBopuMOCTb HOp(IIOKCAIITHA CHUKAETCS.

Metabonuzm

MeTtabonu3upyeTcs B eYCHH.

BriBeneHue

T2 cocraBnser 3—4 yaca. BriBoguTcs mnoykaMu MyTeM KIyOOYKOBOM (QuibTpauuu u
KaHaJIbLIeBOM cekpenu. B Teuenne 24 yacoB ¢ MomeHTa npuema 32 % 103bl BBIBOJUTCA
MOYKaMH B HEU3MEHEHHOM Bujie, 5—8 % — B BUAE METaOOIHUTOB, C KEMYbIO BBIIEISICTCS OKOJIO
30 % npHUHSTOH 0361

5.3. /laHHbI€ JOKJIHHHYECKOH 0€301MaCHOCTH

HccnenoBanuss OCTpOH TOKCHUYHOCTH BBISIBIWUIM HU3KYI0 TOKCHYHOCTH HOpPQIIOKCAIIUHA ¥
71a060pPaTOPHBIX KUBOTHBIX.

LD50 mpu mepopaibHOM BBEJIEHWUW Y MBIIICH, KPhIC U COOaK IMpeBbIIana 2 T/KT MacChl Tela.

LD50 npu BHYTpHUOPIOIIMHHOM BBEJIEHUH y MbIIel coctasisuia 0,789 r/kr maccel Tena u 1,175
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I/KT Macchl Tejla y CaMIIOB U CAaMOK COOTBETCTBEHHO, Y Kpbic — 0,769 r/kr maccel Tena u 1,295
/KT Macchl Tejla y CaMIOB M CaMOK COOTBETCTBEHHO. LDS50 mpu BHYTPHBEHHOM BBEJCHHUU Y
meimed cocraBisuia 0,220 r/kr maccel Tena u 0,237 T/Kr Macchl Tela y CaMIlOB U CaMOK
COOTBETCTBEHHO, Y KpbIc — 0,270 1/kT Maccel Tena u 0,245 1/Kr Macchl Tena y caMIlOB U CaMOK
cooTBeTcTBeHHO. LD50 mpu BHYTpPUMBIIIEYHOM BBEJACHWUW y Mblei cocraBmsia 0,470 r/kr
macchl Tena u 0,480 r/Kr Macchl Tena y caMmIlOB M CAMOK COOTBETCTBEHHO, y KpbIC MPEBHIIIANA
0,5 r/kr maccel Tena, Toraa kak LDS50 mpu moaKoXKHOM BBEJEHUH TpeBbImana 1,5 T/Kr Macchl
Tena y camioB U camok. [locie mepopaiabHOro M MOAKOKHOTO BBEJICHHS MbIIIAM M KpbIcaM
MPU3HAKA TOKCHUYHOCTHU U JIETaJbHbIE MCXOJbl OTCYTCTBOBaNU. Kak y Mbllei, Tak U y KpbIC
OTMEYAJIUCh HAPYIICHUs] TOXOJKH M 3aTPYIHEHHBIC JBIXKCHHS TOCIE BHYTPUOPIOMIMHHOTO
BBEJ/ICHMSI, a TIOCJIE BHYTPUBEHHOT'O BBEJACHUS HAOJI0IaTUCh TOHMUYECKUE MBIIICYHBIC CIIa3Mbl U
cenatuBHbIN A dexT. Paznuuus mMexay mojiaMu 3aMETHBI MPH BHYTPUOPIOIIMHHOM BBEJICHUU:
caMmIIbl MBIIIEH U KpbIC ObUTH O0JIee YyBCTBUTENbHBI, YEM CAMKH.

HccnenoBanusi TOKCHYHOCTH TP MHOTOKPATHOM IPUMEHEHHH Y KpPBIC, COOaK U 00€3bsH
BBISIBUJIM HU3KYI0 TOKCHYHOCTH HOp(iokcanuHa. [Ipu MHOTOKpAaTHOM BBEJACHHH BBICOKHX J103
oTMevanach HePPOTOKCHYHOCTb. Y KpPbIC U coOak HabIoanach KPUCTALUIypUs TPU BBEACHUU
BBICOKHMX 1103 1 pH Mouu > 6. YV MONOABIX KUBOTHBIX AJUTENbHOE MPUMEHEHHE Ipenapara
MPUBOAMIIO K TIOPAKEHHUIO CYCTaBHBIX XPAIIEH.

HccnenoBanusi penpoAyKTUBHOW TOKCHYHOCTH HE TOKa3alM BO3JEHCTBUS HOp(QIIOKCallMHA Ha
bepTUnbHOCTh M PENpOnyKTUBHYIO (yHKuMI0. Hopduokcanmn He oOnamaer TepaTOreHHBIM
MOTEHIIMAJIOM M TPOSBISAT SMOPUOTOKCHYECKHE CBOMCTBAa TOJIBKO Yy MaTepeil ¢ mpu3HaKaMu
TOKCUYHOCTH Ha (OHE BBENEHHUS BBICOKMX 103 Hop(iokcanuHa. BrnusHue Ha nepu- u
MOCTHATaIbHOE Pa3BUTHE TOTOMCTBA OTCYTCTBOBAJIO.

MyTarenHoe Bo3jaelcTBHE HOp(IOKCAIlHA OTCYTCTBYET. B J0ONMTOCPOUHBIX HCCIEIOBaHUSAX Ha
71a060paTOPHBIX KUBOTHBIX KAHIIEPOTEHHOTO NEHCTBHS HOPQIIOKCAIMHA OTMEUYEHO HE OBLIO.
OddexTsl mpenapara B JOKIMHUYECKUX HCCIEIOBAHMUIX HAOMIOAAIUCH TOJIBKO MPU YPOBHSIX
HKCMO3UIUHU, KOTOPbIE JIOCTATOYHO CHJIBHO TIPEBBIMIAIM MaKCUMAIbHYIO SKCIO3ULHUIO Y

YCJIOBCKA, YTO YKA3bIBACT HA MAJIYIO 3HAUYUMOCTD 3TUX B(I)(I)CKTOB JJIS. KITUHUYECKOM IMPAKTHUKU.

6. ®PAPMAIIEBTUUYECKHE CBOMCTBA
6.1. [lepeuenb BcnoMorareJibHbIX BellleCTB
IMoBugon K-25
KapOoxcumeTunkpaxman HaTpus
[enmron03a MUKPOKpUCTAITHYECKAS

Kpemuust 1MOKCH KOJITTOUAHBIN
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Maruus creapat
Bona ounienHas (115 rugparanun)

0O0004YKa [IIEHOYHAS

['unpomennosa

Tanbk

Tutana auokcug (E171)

Kpacurens conneunsrit 3akar xxentsiid (E110)
[TponuiaeHrInKoIb

6.2. HecoBmecTUMOCTD

Henpumenumo.

6.3. Cpok roaHocTH (CpOK XpaHeHHs )

5 7er.

6.4. OcoOble MepbI NPEAOCTOPOKHOCTH NPH XPAHECHHUH
XpaHuTb 1pu TeMiiepatrype He Bbiie 25 °C, B OpUrMHAIbHOMN YIIaKOBKE.
6.5. XapakTep u coepkaHue NePBUYHON YIAKOBKHU

ITpu opousBonactee Ha AO «KPKA, n.1.. HoBo Mectoy», CiioBeHust

ITo 10 Tabmerox B Omucrepe u3 koMOumHuUpoBaHHOro Marepuana I[IBX/TIBAX wu d¢onbru
AITIOMUHHUEBOM.

1 nnm 2 GrmcTepa BMECTE € JIMCTKOM-BKIIAIBIIIIEM TIOMEIIAIOT B MaYKy KapTOHHYIO.

IIpu pacgpacoske u (unu) ynaxosxe na OOO «KPKA-PYCy, Poccus

[To 10 Tabneroxk B Onucrepe u3 koMmOuMHMpoBaHHoro marepuana [IBX/TIBJAX u ¢onbsru
AITFOMUHHUEBOM.

1 nnm 2 GimcTepa BMECTE € JIMCTKOM-BKIIAIBIIIIEM TIOMEIIAIOT B MMaYKy KaPTOHHYIO.

Ilpu ynaxosexe na AO «Bexmop-Meouka», Poccus

1 unu 2 GiucTepa BMECTE € JIMCTKOM-BKJIAIBIIIIEM MIOMEIAIOT B MaYKy KapTOHHYIO.

[Tpu opoussonctee HAa OO0 «KPKA-PYCy, Poccus

[To 10 Tabmerox B Omucrepe u3 koMmOumHuUpoBaHHOTO Matepuana [IBX/TIBAX u donpru
AJTFOMUHUEBOM.

1 unm 2 6mucTepa BMECTE ¢ TMCTKOM-BKJIA IBIIIEM TIOMEIIAIOT B MMAYKy KapTOHHYIO.

He Bce pazmepsbl yrmakoBOK MOTYT OBITh JJOCTYITHBI JIJIsI pEaJTU3aIiU.

6.6. OcoOble Mepbl MNPeIOCTOPOKHOCTH TMPH YHUYTOKEHHMH MCIOJb30BAHHOIO
JIEKAPCTBEHHOT0 mMpenapara WM OTX0A0B, TMOJYYEHHbIX TOCJde NPHUMEHEHUs!
JIEKAPCTBEHHOT0 Mpenapara, u pyrue MaHUMyJsiHU ¢ penapaTomM

Oco0ble TpeOOBaHMS OTCYTCTBYIOT.
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7. JEPXKATEJIb PETUCTPAIIMOHHOI'O YIOCTOBEPEHUSA
CnoBenus
AO «KPKA, n.1., HoBo mecto», [lImapbemika necra 6, 8501 HoBo mecto
Ten.: +386 7 331 21 11
dakc: +386 7 332 15 37
Anpec a1. moutsl: info@krka.biz
7.1. llpeacraBuTe/Ib AepaKaTENsA PETHCTPALMOHHOIO YI0CTOBEPEHHUS

[Iperen3zun HOTDC6PITCJ'ICI>1 HampaBJIATH I10 aApPCCy.

Poccuiickasa ®@eoepayus

000 «KPKA-PYC»

143500, MockoBckast 00u1., r. Mctpa, yin. MockoBckasi, 1. SO
Temn.: +7 (495) 994 70 70

®dakc: +7 (495) 994 70 78

Anpec 351. moutsl: Krka-rus@krka.biz

Pecnybnuxa benapyco

[IpencraButenscTBO AknmonepHoro odmectBa «KRKA, tovarna zdravil, d.d., Novo mesto»

(Pecny6nuka Cnosenusi) B Peciy6niuke benapych

220114, r. Munck, yn. @unumonoBa, 1. 2517, oduc 315

Ten.: 8 740 740 9230

®axkc: 8 740 740 9230

Anpec an1. noutsl: info.by@krka.biz

Pecnyonuxa Kazaxcman

TOO «KPKA Kazaxcran»

050040, r. Anmatsl, Mukpopaiion KOKTEM-1, nom 15A, oduc 601

Ten.: +7(727) 311 08 09

Anpec 1. moutsl: info.kz@krka.biz

Pecnyonuxa Apmenus

[TpencraButensctBo «Kpka, a.1., HoBo MmecTo» B PecniyGnuke ApmeHus

0001, r. Epesan, yn. Han6aunsn, a. 106/1 («CAAT-HOBA» BU3HEC-HEHTP), oduc 103
Ten.: +374 11 560011

Anpec a11. moutsl: info.am@krka.biz

Kuipevizckaa Pecnybauka

ITpencraButensctBo AO «KPKA, ToBapHa 3apasui, 1.4., HoBo mecto» B Kbipreizcrane
720040, Yyiickas obmacts, . bumikek, OynbpBap DpKuHIuK, 1. 71, 610K A

Ten.: +996 (312) 66 22 50
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Anpec a11. moutsl: info.kg@krka.biz

8. HOMEP PETHCTPALIMOHHOI'O YIOCTOBEPEHMSI
JITI-Ne(000785)-(PT-RU)

9. IATA MEPBUYHOI PETUCTPAIIMHY (TOATBEPKIEHMS PETUCTPALINH,
MEPEPETHCTPAILINN)

Hara nepoii peructpanuu: 13 mas 2022 r.

10. JATA TIEPECMOTPA TEKCTA
14 urons 2025 r.
OO0mmas xapakTepHucTHKa JIEKapCTBEHHOTO Mpenapata HomunuH goctynHa Ha HHGOPMaIMOHHOM
noptaiie EBpa3uiickoro 3KOHOMHYECKOTO COr03a B MH()OPMAIIMOHHO-KOMMYHHKAIIHOHHON CETH

«UuTepuer» https://www.eaeunion.org.
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