OBILIAA XAPAKTEPUCTHUKA JIEKAPCTBEHHOI'O ITPEITAPATA

1. HAUMEHOBAHUE JJEKAPCTBEHHOI'O IIPEITAPATA
Jlonepamua ruApoOXIIOpHUa, 2 MT, KarcCyJIbl.

2. KAUECTBEHHBIN U KOJIMMECTBEHHBINA COCTAB

JelicTByrolee BEUIECTBO: JIONEPAMUIA THIPOXIIOPUL.

Kaxxnas karcymna conepKuT 2 Mr ICHCTBYIOIIETO BEIIECTRA.

BcnomoratenbHble  BEHIECTBA, HANWYUME KOTOPBIX HAJI0 YYHUTHIBATH B  COCTaBe
JIEKApCTBEHHOT'O  IIpemapara: JIaKTo3a MOHOTHApAT, MeTwiImaparuapokcudensoar E218,
nponuinaparuapokcudenszoat E216 (cm. pazaen 4.4).

[TonHbIM CIUCOK BCIOMOTATENbHBIX BEIIECTB MIPUBEACH B pasnene 6.1.

3. JEKAPCTBEHHAS ®OPMA

Kancynbl.

Kamcynbl TBepible KelaTUHOBBIE UUIUHAPUYECKOH QOpMBI ¢ MOTychepuIecKUMHU
KoHIlamMu Oenoro 1Beta. ComepkuMoe Kamcyil — TPaHysaT Oeloro Wi Oeloro ¢ KeITOBATHIM
OTTEHKOM IIBETA.

4. KIMHUYECKHUE JJAHHBIE

4.1. ITokazaHusl K IPUMEHEHHIO

— CUMIITOMaTHYECKOE JIEYEHUE OCTPOH Juape (BKIIOYas Cilyd4ad OCTpOH Juapeu y
B3pOCJIBIX MAIMEHTOB C MOJATBEPKACHHBIM CHHIPOMOM pasapaxeHnHoro kumeynuka (CPK));

— CUMIITOMaTHYECKOE JICYCHHE XPOHUYECKOHN IUapen pa3IMuyHONl ITHOJIOTUHY;

— JIEYEHHE JUaper MyTelEeCTBEHHUKOB.

[Tpenapat JlonepaMuaa ruipoxaopua NoKa3aH B3pOCibIM U JIETAM C 6 JIieT.

4.2. Pe:kum 103MPOBAaHNS M CIOCO0 MPUMeEHEeHUs!

Pe:xxum no3upoBaHus

ITpu octpoit auapee npenapar Jlonepamuaa rugpoxJOpu] Ha3HAYAOT B Ha4albHOW J103€
4 Mr; B JajbHEHIIEM — 110 2 MT 11OCJI€ KayKJI0T0 aKkTa JedeKalluy B Cilydae *KHUAKOTOo CTyJa.

ITpu cimydasx OCTpoH IMapeH, CBSI3aHHOM C CHUHAPOMOM pa3Apa)XCHHOI'O KHIIEYHUKA,
npenapaT Ha3HayaroT B J103€ 4 MI' B CYTKU MOCJE KaXJI0To akTa JedeKaluu B cilydae KUAKOTO
CTyJIa WJIY 110 Ha3HAYEHUIO Bpaya.

[Tpu xpoHnyeckoi nuapee mpemnapaT Ha3HA4yalOT B HayalbHOM J03€ 4 MI B cyTku. Jlanee
7103y KOPPEKTHPYIOT TaKUM 00pa3oM, YTOOBI 4acTOTa CTyja cocTaBisia 1—2 pa3a B CyTKH, YTO
OOBIYHO JIOCTUTAETCS TIPH TOJIEPIKUBAIOIIEH /103€¢ 2—12 MT B CYTKH.

MakcumanbHas CyTouHas J103a IPH OCTPON M XpOHMUYECKON AUapee y B3pocibIX — 16 Mr.

[Tpu HanmMuMKM AMApeu CleayeT MOMHUTh, YTO BaXXHBIM KOMIIOHEHTOM JICUEHHUS SIBIISIETCA
BOCTIOJIHEHHE XKHUJIKOCTH U JIEKTPOJIUTOB, OCOOCHHO Y JieTeit (cM. pa3znen 4.4).

ety v noApOCTKN

Hemu u noopocmku om 6 0o 17 nem

B Hauane nedyeHus OCTpoil nuapen M TMOCIE KaXAOro TMOSIBICHUS >KHMJKOIO CTyja
HE00X0AMMO MPUHUMATh 2 MT JIOTIepaMu/ia THAPOXJIOPUA.

Jns nedeHnss XpOHWYECKON IUapen pPEeKOMEHJyemas HayajdbHasl J103a COCTaBIISIET 2 MT
JIonIepaMuia THAPOXJIOPUA B CYTKH. Jlanee 103y KOPPEKTUPYIOT TaKUM 00pa3oM, YTOOBI 4acToTa
CTyJa cocTaBisiia 1-2 pa3a B CYTKH, YTO OOBIYHO JOCTUTAeTCs IpPU MOJIEpKUBAIOLIEH 103€
2—-12 Mr B CyTKH.




MakcumanbHasg J03a UId  JICYEHUS OCTPOM M XPOHMYECKOM JHapeu y JeTe
paccuuThiBaeTcs 1o macce Tena (0,3 Mr/kr/cytku). MakcumanbHasi CyTOYHas J03a HE JIOJDKHA
MpEBBINIATH 16 MTI TonepaMuia THAPOXJIOPHUIA.

Jlemu maaowe 6 nem

JlaHHbBIN JIEeKapCTBEHHBIM IpernapaT MPOTHBOIIOKA3aH JETSAM 10 6 JIET U3-3a BBICOKOI'O
collepkaHusi  JIEHCTBYIOIIETO0  BEIIeCTBA UM OCOOCHHOCTEM  JIGKApCTBEHHOW  (OpPMBI
(cMm. paznen 4.3).

OcoOble rpynmnbl NalueHToB

Jluya noowcunozo eéospacma

VY NOXUIJIBIX MAMEHTOB KOPPEKIMSI O3Bl HE TpeOyeTcs.

Tayuenmoi ¢ Hapywenuem hyHKyuu novex

VY manueHToB ¢ HapylmIeHHeM (YHKIIMH [MOYeK KOPPEKIIHs 103kl He TpeOyeTcs.

THayuenmoi ¢ HapyweHuem yHKyuu nevyeHu

HecmoTpss Ha oTCyTCTBHE NaHHBIX O (PapMaKOKMHETHKE Y MAIMEHTOB C HAPYIICHUSIMH
(YHKIIUY TICUEHH, JICKAPCTBEHHBIN Mpenapart AJis JCUCHUs TAaKUX MAIlMeHTOB CJIeyeT Ha3Ha4aTh C
OCTOPO’XKHOCTBIO M3-32 CHIDKEHHS Y HHUX TIPECHCTEMHOro MeTa0oiu3Ma JiomepaMuaa
rugpoxiopuaa (cM. paszaen 4.4).

[IpoaoaxuTEIbHOCTH TEPANIMU

Ecnu uepes 48 yacoB mocie Hauana Tepanuu OCTPOM AMaper KIMHUYECKOE YIydIlIeHHuEe He
HACTYIHJIO, TIPUEM JISKapCTBEHHOTO TIpenapara CieayeT MPeKpaTUTh.

[Ipu neyeHuun AMApEN MYTEUIECTBEHHUKOB MPOJOIKUTEILHOCTh JIEUCHHS] COCTaBIISET
2 mas. TeMm He MeHee, B CiIy4ae JMXOPAIKH WIM MPH HATUYAH MPUMECH KPOBU B CTYIIC,
PEKOMEHIyeTCsI MPUOCTAHOBUTH MPUEM JIEKAPCTBEHHOT'O IMpemnapara A0 BHISBICHHS BO30YyAUTENS
3a00JIeBaHMUS.

[Ipy mosABIEHWH HOPMAJIBLHOTO CTYJAa WM MPH OTCYTCTBHHM CTyjda Oojee 12 yacoB
JIEKapCTBCHHBIN Tperapar HeoOX0IMMO OTMEHUT.

Cnoco6 npuMeHeHust

[Ipenapar Jlomepamuaa THAPOXJIOPUA TpEIHA3HAYCH I THpuemMa BHYTpb. llpemapar
ClIeTyeT 3aluBaTh BOAOW, HE Pa3KEBbIBAs.

4.3. IlpoTuBONOKA3aHUSA

— ['unepuyBCTBUTENLHOCT, K  JIONIEpaMUa THUIPOXJOPUIAY WJIM K JOoOOMy U3
BCIIOMOT'aTCJIbHBIX BCHICCTB IIPCIiapaTa, ICPCUNCIICHHBIX B pa3Jciic 6. 1;

— JIETCKHI BO3pacT 110 6 JieT.

HpenapaT HonepaMI/ma rUAapoxXJjiopuJ HE CJICAYCT Ha3HadYaTb B KadCCTBC OCHOBHOH
TEpaIuy IpH.

— OCTpOfI AU3CHTCPUH, KOTOPAA XapaAKTCPU3YCTCA BBICOKOM TeMnepaTypoﬁ U IIOSABJICHUEM
MIPUMECH KPOBHU B CTYIIE;

— OCTPOM S3BCHHOM KOJIUTE,

- 6aKTepI/IaJ'IBHOM 9HTCPOKOJINTE, KOTOpBIP'I BbI3BAH MHBA3WBHBIMHU MUKPOOPTaHU3MaMU (B
t.14. Salmonella spp., Shigella spp., Campylobacter spp.);

- HCCBI[OMGM6paH03HOM OHTCPOKOJINTC (I[I/Iape}l, BbI3BAHHAA MpueMom
aHTHOAKTepUAIIbHBIX MIPETAapaToB).

[Ipenmapar Jlonmepamuaa THAPOXJIOPUIT HE CIEAYEeT Ha3Ha4YaTh B Ciydasx, KOrjaa
HCO6XO,Z[I/IMO n30eraThb YIrHETCHUA TCPUCTAIIBTUKHU, ITOCKOJIBKY HMCECTCA PHUCK BO3HHUKHOBCHHA
TAXKCIIBIX HOCHeJICTBHﬁ, BKJIIO4YasA KHIICYHYHO HETIPOXOAUMOCTH, METAaKOJIOH HIIN TOKCUYECKUU
MerakoioH. Eciu Pa3BUBACTCA 3a110p, B3AYTUC JKUBOTA WKW KHUIICYHASA HECHIPOXOAUMOCTDL, IPUCM
npemnapara Jlonepamuaa ruApOXJIOPUT CAEAYET HEMEJIEHHO PEKPATUTh.

4.4. OcoOble ykazaHusl 1 MepPbl NPeI0CTOPOKHOCTH NPH NPUMEHEHUH
ITockonpKy JleueHHE AMAPEN JIONEPAMUIOM HOCUT TOJIBKO CUMITOMAaTHYECKUH XapakTep,
Hapsy ¢ 3TUM HEOOXOAMMO, 10 BO3MOKHOCTH, Ha3HAYaTh 3TUOTPOIHbIE TPEnapaThl.



[TarueHTHl TOJKHBI OBITH MPOMH(POPMHUPOBAHBI O HEOOXOJUMOCTH HE3aMEITUTEILHOTO
oOpaiilleHusi 3a MEAMIIMHCKOW MOMOIIBIO B CIy4yae MOSIBICHHUS HOBBIX CHUMITOMOB, W3MEHEHUS
XapakTepa CUMITOMOB WIH B CIy4ae, €CIM MOBTOPSIOIIMECS SIU30Abl AMAPEU IPOAOIKAKOTCS
OoJiee ABYX HEENb.

[Ipu nmapee, OCOOCHHO Yy JeTel, MOXET BO3HUKATh TUIIOBOJIEMHUS UM CHIKCHHE
COJIep’KaHusl DJEKTPOJIUTOB. B Takux ciydasx HauOoyiee Ba)KHOM SIBJISETCS 3aMECTHTENbHas
Teparnus JUisl BOCIOJHEHUS )KUJIKOCTH U JIEKTPOJIUTOB.

IIpu octpori namapee, ecnu B TeueHHe 48 dYacoB He HAOMIOMACTCS KIMHHUYECKOTO
yAy4IlIeHus], IPHEM IpenapaTa ciaelyeT IPeKpaTuTh U UCKIIOUYNTh HH()EKIIMOHHBIN T'eHe3 JHapeH.

[ManuenTtam, napunupoBannsie BUY (CITU), cieayer HEMeUIEHHO MPEKPATHTh JICUCHHE
IIpU TEPBBIX IpPU3HAKAX B3AYTHS JKUBOTAa. B OTAENBHBIX CilydasX y JaHHBIX HAl[MEHTOB C
MH(EKIMOHHBIMA KOJUTAMH KaK BUPYCHOW, TaKk M OaKTepUalbHON 3THOJIOTUU IPH JICUYCHUU
JIOTIEPAaMUIOM MOYKET Pa3BUTHCSI TOKCUYECKOE PACILIMPEHUE TOJICTOM KUIIKH.

bouin monydeHsl CcOOOIIEHHMS O HapyIIEHUU CEepACYHON NeATeIbHOCTH, BKIHOYAs
yuinHenne uHTepBaia QT M KeIyJZOYKOBYIO TaXWMKap[Wio Mo Ty «mupyst» (torsades de
pointes) mpu mpueme JionepamMKaa B 03¢, MPEBBIIMIAIOINICH PEKOMCHIOBAHHYIO, a TaKkKe IMPH
HENPaBWJIBHOM MPUMEHEHUH WIN 3J10yNOoTpeOiIeHnH (HaMEPEHHOM WJIM HENpeaHaMepeHHoM). B
HEKOTOPBIX ClIydasix cooOIIaioch O jeTaabHoM ucxoje. [lepeno3npoBka MOKET MPOSIBUTH paHee
HE JIMAarHOCTHUPOBaHHbIN cuHapoM bpyrama (cm. pazmen 4.9). [anueHtam He clieyeT MPEBbIIIATh
PEKOMEHI0BaHHYIO 103y Npenapara U AJIUTeIbHOCTh IIpUeMa.

[TpuMeHeHue npy HApYIIEHHUIX QYHKIIUU MIEYeHU

Hecmotpst Ha oTCyTCTBHE NaHHBIX O (DAPMAKOKMHETHKE Yy IMAIMEHTOB C HApyIICHUSIMH
(GYHKIIMM TI€YeHH, JIGKApCTBEHHBIM Mpenapar i JIeUeHUs TaKUX NalMeHTOB Ha3HA4yaloT C
OCTOPOXXHOCTBIO M3-32 CHIDKCHHMS Y HHX IPECHCTEMHOr0 MeTadoiu3Ma Jiorepamuiaa
ruapoxiopuaa. llpu HapymieHuun GyHKIUM MEYEHH JIEKapCTBEHHBIM Mpernapar Ha3HAyaloT C
OCTOPO’KHOCTBIO, MTOCKOJIbKY CYILIECTBYET BO3MOKHOCTh OTHOCHUTEIBHON MEPEI03UPOBKH, U, KaK
CJIEJICTBUE, BOSHUKHOBEHUSI TOKCHYECKHUX 3((HEKTOB CO CTOPOHBI IIEHTPATBLHOM HEPBHOM CHCTEMBI
(LTHC).

[IpuMeHeHre y NalMeHTOB C CHHAPOMOM Pa3/IpaKEHHOTO KMIIEYHUKA

[Ipu nHa3zHaueHuu npenapara Jlomepamuzaa TrUAPOXJIOPUA NaIlMEHTaM C CHHIPOMOM
pa3ipaXe€HHOT0 KUILIEYHUKA CIeAYyeT TPUHUMATh BO BHUMAHHE, YTO!

— MalMeHThl JOJDKHBI TMPUHUMATh Mpernapar Ais KOHTPOJIS CHMITOMOB CHHJIIPOMa
pa3apa)KeHHOTO KHUILIEYHHKA TOJBKO B TOM ClIydae, €Clid paHee JaHHBIN TuarHo3 ObUT MOCTaBIIEH
BpayvoM;

—nanuMeHTaMm B Bo3pacTe 40 JeT U cTapile ClIeIyeT MPOKOHCYJIbTUPOBATHCA C BPAuYOM
nepeJl UCIOIb30BaHuEM Npenapara, eciu cuMnToMbl CPK He mposiBisiINCh B T€UEHHE HEKOTOPOTO
BPEMEHHM WJIM €CJIM TEeKyllass CHUMITOMAaTUYeCKas KAapTUHA OTIMYaeTcss OT MNPEeAbIIyIINX
cumnroMoB CPK;

— NALMEHTHI, CTPAAAIOIINAE OT CUIBHOIO 3a10pa, WIN €CIM y HUX IIPOU30ILIa IOTeps Beca,
JOJKHBI IPOKOHCYIBTHPOBATHCS C JICUALUM BPayOM.

BcnomorarenbHble BEECTBA

[Tpenapat Jlonepamuaa ruIpoxJIOpUJl, KancCyibl, COAEPKUT BCIIOMOTaTEIbHOE BEIECTBO
JaKkTo3bl  MoOHoruupar.  [lammenTamMm ¢ pemko  BCTpEYAlOIIEHCs  HACIEICTBEHHOMN
HENEPEHOCUMOCTBIO TallakTO3bl, JE(GUIIMTOM JIaKTa3bl JOMaped WIM TJII0OKO30-TalaKTO3HON
MasibabcopOIIeil He caelyeT IpUHUMATh ITOT Mpernapar.

BcnomorarenbHbie BEILIECTBA MeTHINaparuipokcuOeH3oaT E218 51
nponuinaparuapokcudenzoar E216, Bxonsmme B cocTaB JIEKapCTBEHHOTO Iperapara, MOTYT
BBI3bIBaTh AJUIEPrHUECKUE PEAKIMH (B TOM YHUCIIEe, OTCPOUYCHHBIE).

4.5. B3zaumoneiicTBHe ¢ JIPYrMMH JeKAPCTBEHHbIMM MpenaparaMu M JApyrue BH/IbI
B3auMOAEeHCTBHUSA



Coo0mmanoch 0 B3aMMOJICHCTBHUSIX C JICKAPCTBEHHBIMH TIperaparaMd CO CXOJIHBIMH
(hapMaKoJIOTHYECKUMHU CBOWCTBAMHU.

Y nmereii HeoOXoauMMO M30eratb COBMECTHOTO TPUMEHEHUS C JICKapCTBEHHBIMU
npenaparamu, 001aIaloIuMH yraeTaromuM aeiicrsuem Ha [THC.

CornacHo JOKJIMHUYECKUM JIaHHBIM JIOTIEpaMUJI SIBIISIETCS cyOcTpaToM P-rimkonporenHa.
CoBMecTHOE MpUMEHEeHHe JionepaMuia (B pa3oBoil 1o3e 16 Mr) ¢ XMHUIMHOM WJIA PUTOHABHPOM,
KOTOpBIC SIBJISIFOTCSI MHTUOUTOpaMH P-TIMKOMpPOTEMHA, BBI3BIBACT 2—3-KPaTHOE IMOBBINICHUE
KOHIIEHTpalUi JlonepaMua B mia3Me kpoBH. [Ipu npumeHeHuu jgonepamuia B peKOMEHTyEMbIX
032X KIWHUYECKas 3HAYUMOCTh IMOA00HOT0 (HapMaKOKMHETUYECKOTO B3aMMOJCHCTBHUS C
uHruOuTopaMu P-rmukonpoTenHa He yCTaHOBJICHA.

OnHOBpEeMEHHBIN MpueM JonepaMu/ia (B pa3oBoil 103e 4 Mr) ¢ UTPAKOHA30JI0M, KOTOPBIiA
sBisiercst uHruoutopom ¢epmenta CYP3A4 u P-roukomporenHa, BbI3bIBaT 3—4-KpaTHOE
BO3pacTaHUE KOHIEHTpAIMi JionepaMujia B IJIa3Me KpoBU. B pamkax Toro ke MCCieIOBaHMS
naruouTop CYP2C8 — remduOpo3mi BBI3BIBAT MPUMEPHO 2-KpaTHOE YBEIMYCHHE KOHIICHTPAIIUN
joriepamMuia B ITuta3Me KpoBu. [IpuMeHeHWe KOMOMHAIMM HWTpakoHazona W reMdudposmia
YBEJIMYUBAIO MaKCHUMAallbHBIE YPOBHHU JlomepamMuja B Iula3Me KpoBH B 4 pasza, a oOmIyro
AKCMO3UIMIO B IJa3Me KpoBu — B 13 pa3. CoryiacHo pe3ynbTaTaM MCHUXOMOTOPHBIX TECTOB (T.€.
TecTa CYOBEKTHBHOTO YYBCTBA COHJIMBOCTH M TECTa 3aMEHbl LU(POBBIX CHUMBOJIOB) OTHU
yBEJIMYEHUS TOKa3aTenel He oka3biBany BiusHusg Ha [ITHC.

OnHOBpEeMEHHBIN TTpHEM JioniepaMua (B pa3oBoi 103¢ 16 Mr) ¢ KETOKOHA30JI0M, KOTOPBIA
apigercs uHruOutopom ¢epmenta CYP3A4 wu P-raukompoTenHa, BBI3BIBACT S-KpaTHOE
BO3pacTaHUE KOHIICHTPAIMI JioniepamMua B Ijia3Me KpoBH. J[aHHOE BO3pacTaHHe KOHIEHTpaIuil
HE COIPOBOXK/AJIOCh YCUIIEHHEM (apMaKoJuHAMUUECKUX 3P(PEKTOB JIEKApCTBEHHOTO Mpenapara,
COTJIaCHO JIaHHBIM MYMHJLIOMETPHH.

OpnHOBpeMEHHBIH MPUEM BHYTPh JIONEpPAMHUIA W JECMOIPECCHHA BBI3BA TPEXKPAaTHOE
BO3pacTaHWE KOHIIGHTPAIlMU JIECMOIIPECCMHA B TUIa3ME€ KPOBH, YTO, BEPOSITHO, OOYCIOBIIEHO
yTHETEHHUEM MOTOPHUKH kKelynouHo-Kumiednoro tpakra (OKKT).

[Tpenmosnaraercs, 9To MpenapaThl CO CXOKUMHU (PapMaKOIOTHICCKIMH CBOHCTBAMH MOTYT
ycunuBaTh 3(QexTsl sonepamuia, a mpemapatsl, ycunubaromme wMotopuky XKKT, wmoryr
0cnabATh ero 3P QexT.

4.6. DepTUIBHOCTD, 0€PEMEHHOCTD M JTAKTALHSA

bepemeHHOCTD

VIMeroTcss NI OrpaHUYCHHBIE KIMHUYECKHE JaHHBIE O MPUMEHEHHH JIoTlepaMuia y
OepeMeHHBIX *KeHIIUH. MccnenoBanus Ha KpbicaX MOKa3ald YBeJTMYEHWE CMEPTHOCTH ILJI0/1a TIPU
BBICOKUX JN103ax (cM. paszaen 5.3). Takum oOpa3om, jonepaMu] ClIeayeT Ha3HadyaTb BO BpeMs
OepeMEHHOCTH TOJBKO B clydae, €CIM TWpeanojaraeMas Iojib3a Tepanuu [Jisi MaTepu
MPEBOCXOIUT MOTSHIIMATBHBIA PUCK IS TUIOA.

XOTs HET HUKAKHX JI0KA3aTelIbCTB TOTO, YTO JIomepaMuy 00JaaeT TepaTOreHHbIMU WIIH
SMOPHOTOKCHUYECKUMHU CBOMCTBAMH, TIEPE]l HA3HAYCHUEM JIOTIEpaMHU/ia BO BpeMsi OEpEeMEHHOCTH,
0COOCHHO B TIEPBOM TPHUMECTpE, CIEAYEeT COMOCTABUTH 0XKHUJAEMYIO T€pPaleBTUYECKYIO MOIb3Y C
MOTCHIINATHLHBIMUA PHCKAMH.

Jlakranus

Jlonepamu B HEOONBIIMX KOJUYECTBAX BBIJEISAETCS C TPYAHBIM MOJIOKOM, ITOTOMY MPH
He0OXOIMMOCTH MPUMEHEHHUsI Mpenapara B MepHo/J JIAKTAIlMH TPYAHOE BCKapMIIMBAaHUE CIEAYyeT
MIPEKPATHUTb.

DepTUALHOCTD

B ombITax Ha XKMBOTHBIX OTCYTCTBOBAJIO BIUSHWE HA (DEPTHILHOCTH TPU NMPUMCHCHHH
jornepamMuia B TEpameBTHUECKUX J03ax. JlaHHble O BIMSHMM Ha (EPTUIBHOCTH JIOJEH

OTCYTCTBYIOT.




4.7. Biusinue Ha CIIOCOOHOCTDH YNPABJSTH TPAHCHOPTHBIMHU CPeACTBAMH H padoTaTh
¢ MeXaHU3MaMH

B mepuon neuyenuss mpemapatoM HEOOXOAMMO COONIIOAATH OCTOPOXKHOCTh. Ciemyer
BO3JICP)KAThCsl OT YNPABJICHUS TPAHCIIOPTHBIMM CPEJICTBAMM M 3aHATUM APYrMMHM HOTEHIMAIBLHO
OIIaCHbIMHM BHIJaMH ACATCIIBHOCTU, Tpe6yIOIJ_II/IMI/I MOBBLIIIICHHOM KOHIICHTpAallMi BHUMAHUA U
OBICTPOTBI IICUXOMOTOPHBIX PEAKLMH, TaK KaK BO3MOXXHO BO3HHMKHOBEHHE OILYLIEHHs YCTaJIOCTH,
TOJIOBOKPYKEHUS1, COHJIUBOCTH (CM. pazzen 4.8).

4.8. HexenarejibHbIe peakuuu

TabnuuHOe pe3roMe HeKENNATSIILHBIX PEaKITHi

besonacHocTts onepamua Obu1a oneHeHa y 3 076 B3pocibIx U eTeil B Bozpacte 12 sier u
cTapiie, B pe3yJbTare mpoBeieHus 31 KIMHUYECKOTO HCCIIeJOBAHUS C TIPUMEHEHUEM JIOTIepaMuIa
Uit edeHust nauaped. M3 wux 26 uccnepoBaHuil kacanuch octpoit guapen (N=2 755) u 5
Hccaea0BaHui — XxpoHnueckon quapen (N=321).

Haubonee yacto peructpupyeMbIMU HEXeNATEIbHBIMU peakuusMu (¢ yactotoit >1 %) B
KIIMHHYECKUX MCCIICIOBaHUSX JIOTIEpaMuIa TPy OCTpoi auapee Obutn: 3amop (2,7 %), MeTeopu3m
(1,7 %), ronoBuas 601k (1,2 %) u TomHota (1,1 %).

B kIMHMYECKMX ~ HMCCICIOBAaHUSAX  XPOHMYECKOW jauapen  Haubojiee  4acThIMU
HEeKeNaTeIbHbIMU peaknusamu (¢ yactotoir >1 %) Obutu: Meteopusm (2,8 %), 3amop (2,2 %),
touHoTa (1,2 %) u ronoBokpyxenwue (1,2 %)

B Tabnwie mnpencTaBieHbl HEKEIATENBHBIC PEAKIMH, 3apETUCTPUPOBAHHBIC IPH
NPUMEHEHUH JIOTIEpaMUAa THAPOXJIOPUAA BO BpeMs KIMHUYECKHX HCCICAOBAaHUA U B
MOCTMAPKETUHTOBOM TIEPHO/IE.

[lepeuncieHHble HUKE HEXKENATENbHBIE PEAKIMH KIACCU(DUIIUPOBAIN  CIIEAYIOIIUM
obpaszoM: odenp yacto (>1/10), gacto (>1/100, Ho <1/10), Heuacto (=1/1 000, HO <1/100), peako
(>1/10 000, HO <I1/1 000), ouenp pemko (<1/10000), gacrora Hew3BecTHa (Ha OCHOBAHHH
HUMEIOIINXCS JJAHHBIX OLIEHUTHh HEBO3MOXKHO).

IMoxazanus

OcTtpas u XxpoHUUyecKas
Octpast | XpoHuuec- | Jauapesi, a TAK)K€ OIBIT
auapest | Kas quapest PUMEHEHHUS TI0CIIe
N=2 755 N=321 BBIXOZIa JIEKAPCTBEHHOIO
npernapara Ha PhIHOK

Kunacc opranos u cucrem

Hapymenuss ¢o  CTOPOHBI  MMMYHHOH

CHCTEMBI
Peakuun TUNEPYYBCTBUTEIBHOCTH Penko
aHa(pUIaKTHYECKHE peakuuu (BKITIOYAS

aHa(UIAKTHYECKUI 1IOK), aHaUIAKTUYECKHE

peaknuu’

HapyieHnus co CTOpOHbI HEPBHOM CHCTEMBbI

I'onoBuas 601 Yacro Heuacro Yacro
l'onoBokpyxenue Heuacto Yacro Yacro
CoHIMBOCTB" Heuacro
[otepss co3HaHusA", CTYNOp®, YrHETEHHbIN Penko

YPOBEHb CO3HAHUS", OBBIIEHHBINA MBIIIEYHBIN
TOHYC", HAPYIIIEHUS] KOOPAUHAIIUH"

Hapyienusi co CTOPOHBI OPraHa 3peHust
Muo3z* Penxo




IMokazanus

Ocrtpast u XpoHUYECKast
Octpass | XpoHuuec- | auapesi, a TAKXKe OIBIT
ouapest | Kas quapest NPUMEHEHHUS TI0CIIe
N=2 755 N=321 BBIX0/1a JIEKAPCTBEHHOT'O
npenapara Ha pbIHOK

Kunacc opranos u cucrem

}Ke.nyx[o'mo-lmme'mble HapyuieHust

3amnop, TOIHOTa, METEOPU3M Yacto Yacto Yacto
bone B xuBoTe, auckoMmpopt B KuBoTe, | Hewacto | Hewacro Heuacto
CYXOCTb BO PTYy

bonb B BepxHUX OTAENAX KUBOTA, pBOTA Heuacto Heuwacto
Hucnerncus Heuacto Heuacto
Kumieunass ~ HEmpoxoauMmocTh'  (BKIIFOYast Penko
MaparTuTHIECKUMA uieyc), MEraKoJIoH",

(BKITIOUAst TOKCHYECKUH MEraKoson”),

raoccanrus’

B3nyrtue xxuBora Penko Penko
OcCTpblil MaHKpeaTuT YacToTa HeM3BeCTHA

Hapyumienusi co0  CTOPOHBI  KOXKH M
NMOAKOKHBIX TKaHeH

KosxHas cpInb Hewacto | Heuacro Heuacto
Bymiesnas  cwims’  (BKIOYas — CHHAPOM Penxo
CruBenca-/>xoHCOHa, TOKCUYECKHUI

AMUAECPMATbHBIA HEKPOIU3 U MHOTO(POPMHYIO

PUTEMY), AHTMOHEBPOTUYECKUI oTek’,

KpanuBHUIA, 3y

Hapylnelmﬂ Co CTOPOHBI MMO4YEeK Hu
MOY€BbIBOAHAIIINX nyTeﬁ

3ajepKKa Moun” Penko
OO0mme HapylmieHHMsi M peaknuM B MecTe

BBe/IeHH S

YTomiseMocTh” Penxo

? BrioueHue JaHHOTO TEpMHHA OCHOBAHO HAa COOOIICHUSIX, MOJYYEHHBIX MOCIE BBIXOJA JIONEpaMuIa
THIPOXJIOPHIA HAa PBIHOK. I[lOCKOJNIBKY MpH OMNpEIeICHMH YacTOThl JAaHHBIX HEXKENATEIbHBIX PEaKIUil He
MPECTABISICTCS BO3MOXKHBIM TpOBecTH AuddepeHInpoBaHre MEXIAy OCTPOW M XPOHHUYECKOW auapeeii, a Takke
MEXIy B3POCIBIMH U JACTHMH, YaCTOTA PEAKI[Ui YCTAHABJIMBACTCS HA OCHOBAHHH BCEX KIMHHYCCKHX HCCIICIOBAHUI
JIOTIEpaMuUia THAPOXJIOPHIA B CyMME, BKJIIOUYAs MCCICIOBAaHHUS C ydacTHeM JeTedl B Bo3pacte oT 12 jer u crapiie
(N=3 683).

Cwm. pazzgen 4.4.
¢ JlaHHBIE TIPEIOCTABIEHBI TOJILKO B OTHOLIEHHH Ta0JIETOK, JUCIIEPTUPYEMBIX BO PTY.

Ileanarpuyeckas monyasnus

be3onacHocTh nonepamuia THAPOXJIOpUIA oLieHHBanack y 607 ManueHToB B BO3PacTe OT
10 gueit 1o 13 net B 13 KOHTPOIUPYEMBIX WIIM HEKOHTPOJIUPYEMBIX KIIMHUYECKUX HUCCIIEIOBaHUIX
[0 IIPUMEHEHHUIO JIONepaMKJia THAPOXJIOpUAa JUlsl JeUeHHus ocTpoil nuapeu. B nenom mpoduis
HEXXEJIAaTeNbHbIX pEeakUuil y ATOH TIpynmbl MAUeHTOB ObLI AHAJOTHYEH TOMY, KOTOPBIH
Ha0It0/1aJICsl B KIIMHUYECKUX MCCIEOBAHUIX JOMEepaMu/ia THAPOXIOPUIA Y B3POCBIX U JETeH B
Bo3pacte 12 jer u crapuie.

COO6H.I€HI/I6 0 TOA03PEBACMBIX HEXKCIIATCIBbHBIX PCAKIINAX

Baxno COO6IJ_IaTB 0 MOAO3PCBACMBIX HCKCIIATCIIBHBIX PCAKIUAX IIOCIC PCrucTpaluu
JICKApCTBCHHOT'O mpefriapara ¢ LEJIbIO obecredyeHus HETIPECPLIBHOT'O MOHUTOPHWHIa COOTHOLICHUA
«IIOJIb3a-prUCK» JICKAPCTBCHHOI'O IIpcIiapara. MeauuuHCKUM pa6OTHI/IKaM PCKOMCHAYCTCA




coo0mare 0 JIOOBIX TOA03PEBAaeMbIX HEXENATeNbHBIX PEaKLUUAX JIEKAPCTBEHHOrO Ipenapara
Yyepe3 HALMOHAJIbHYI0 CUCTEMY COOOIIEHHUS O HEKENATENIbHbIX PEaKIUIX.

Pecny6uka Besnapych

220037, r. Munck, ToBapuilieckuii nep., 2a

VII «LleHTp 3KCIepTU3 U UCIIBITAHUM B 3{paBOOXPAHCHUN»
Tenedon: +375 (17) 242-00-29

®akc: +375 (17) 242-00-29

DnekTpoHHas rmoura: repl@rceth.by
Caiir: https://www.rceth.by

PecnyOsiuka Apmenust

0051, r. EpeBan, nip. Komuraca, 49/5

«lleHTp sKCEepPTU3bI JEKAPCTB U MEIUIIMHCKUX TexHosorui» ['HKO

Tenedon: (+374 60) 83-00-73, (+374 10) 23-16-82, 23-08-96

Tenehon ropsyeil TMHUM OTHEIa MOHUTOPHHra 0€30MAaCHOCTH JIEKAPCTBEHHBIX CPE/ICTB:
(+374 10) 20-05-05, (+374 96) 22-05-05

®akc: (+374 10) 23-21-18, 23-29-42

DnekTponHas noyra: info@ampra.am

Caiir: http://www. pharm.am

Pecny0siuka Kazaxcran

010000, r. Acrana, yi. A. Imanosa, 13 (BLl «Hypcaynet 2»)

PI'TI na IIXB «HamuoHansHBIA WEHTP SKCHEPTU3BI JIEKAPCTBEHHBIX CPEACTB U
MenuuuHckux maenuiny KM u ®K M3 PK

Tenedon: +7 (7172) 78-98-28

OnekTponHas noyra: farm@dari.kz

Caiit: http://www.ndda.kz

Pecny0imka Kpipreizcran

720044, r. bumikek, yia. 3-1 nuHus, 25

JlemapTaMeHT JIEKAPCTBEHHBIX CPEJICTB M MEAWIWHCKUX H3JIENHHA Npu MHHHCTEPCTBE
3npaBooxpaneHust Keiproizckoit PecriyOnuku

Tenedon: + 996 (312) 21-92-88

OnekTponHas mourta: dlsmi@pharm.kg

Caitt: https://www.pharm.kg

4.9. Ilepeno3upoBka

CuMOTOMBI

[Tpu nepeno3upoBke (Takke MPU OTHOCUTEIHHON MEePEA03UPOBKE BCIEACTBUE TEUYEHOUHON
HEJIOCTATOYHOCTH) MOXeT BO3HUKHYTh yrHerenne [[HC. Cumnromamu, KOTOpblE MOTYT
BO3HUKHYTh B pe3yJIbTaTe€ HHTOKCHUKAIUM, SIBJISIOTCSA: CTYHNOp, HapyLIEHUs KOOpAHWHAIUHU,
COHJIUBOCTb, MHO3, MBIIIEYHbII TUIEPTOHYC M YrHeTeHue napixaHus. [lepeno3upoBka MOXKET
BBI3BATh 3aJIEP’KKYy MOYM U CHHIPOM, IMOAOOHBIA KHUIIEYHOW HEMPOXOAMMOCTH. Y J1eTeH, y
KOTOpBIX TeMaTod’HIedannueckuii Oappep eme He QYHKUMOHHUPYET JOJDKHBIM 00paszoMm,
JENPeCCHs LIEHTPAIBHON HEPBHOM CUCTEMBI MOXKET PA3BUTHCS JIETYE, YEM Y B3POCIIBIX.

VY manueHToB, MPHUHSBIIUX 03y CBBIIIE PEKOMEHIyeMOW, HaOIIOJaTuCh CepleYHbIC
OCIIO)KHEHUS, Takue Kak ymnuHeHue wuHTepBasa QT m xommiexkca QRS, w/mim cepbe3Hbie
KEIyTOYKOBBIC apUTMUU, BKITIOYAsl TPEMETAHUE TUTIA «ITUPYIT», OCTAHOBKY cepiia U 0OMOpOKH
(cm. pazgen 4.4). CooOmianock 0 cMepTeIbHbIX citydasx. [Ipu mepeno3upoBKe MOKET MPOSIBUTHCS
yke umeronuiics curapom bpyraga. [locne mpekpaimieHus npuema JornepaMuaa HaOMIOAaTUCh
ciydad aOCTUHEHTHOTO CHHApPOMA y JIMI, 3J0YHOTPEeOJSBIINX, 3JI0YNOTPEOISBIIMX WIN
CO3HATEIbHO MPUHUMABIINX YPE3MEPHBIE /1035l JIONIepaMua.

Jleuenue
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B cnyuae nepeno3upoBku cienyer Hadatb DKI'-MOHUTOPUHT Ul BBISBICHUS YIJIMHEHUS
unrepnaia QT.

[Tpu BO3HMKHOBEHUU CUMIITOMOB nepeno3upoBku co croponsl [IHC B kauecTBe aHTHI0TA
MO’KHO Ha3HAYUTh HAJIOKCOH. Tak Kak MpOJOJLKUTENBHOCTb JAEHCTBHS JlonepaMuia OoJiblie, yemM
y HanokcoHa (1-3 gaca), MoxxeT moTpeOoBaThCsi HOBTOPHOE Ha3HAaUYeHue nociueanero. [loatomy 3a
HAIMEHTOM CleIyeT TIATeIbHO HAOII0AAaTh B TEUEHHE KaK MUHUMYM 48 4acoB AJIs BBIABICHMS
Bo3moxkHoM aenpeccun [THC.

5. PAPMAKOJIOTTYECKHUE CBOMCTBA

5.1. ®apmakoaMHaMHUYeCKHe CBOMCTBA

dapMakoTepaneBThyeckas rpymmna: llpemaparel, CHIXKAIONIME MOTOPHKY KEIyJI0YHO-
KHMIIIEYHOT'O TPAKTA.

Koxg ATX: AO7DAO3.

MexaHu3M aeicTBUs U (hapMaKoJIOrHIecKue 3(PGhEKThI

Jlomepamu i SIBISICTCSI arOHUCTOM MEPUPEPUUECKUX OMHOUTHBIX perenTopoB. Jlomepamu/n
NPOSIBJISIET BBICOKOE CPOJICTBO K U-OMUOUIHBIM pEIENTopaM CTEHKHM KUIIeYyHHKa. Ero
AQHTArOHWCTOM SIBJSICTCS HAIOKCOH. Jlomepamua mMOJaBIsieT BBICBOOOXICHHE AICTHIIXOJIUHA U
MPOCTArNIaHAMHOB, YMEHBIIAECT TPOIYJIbCUBHYIO  MEPUCTAIBTHKY, YBEIHMYUBACT  BPEMsI
MPOXOXKICHHUST COJICPKUMOIO MO KHIIEYHUKY, a TaKKe CIIOCOOHOCTh CTCHKH KHUIICYHHKA K
abcopOru kuIKOCTH. Jlomepamu MPaKTUYECKH HE MPOHUKAST Yepe3 reMaTodHIehaTnIecKuid
Oapbep. [lopor meHTpaJbHOTO MAEWCTBHS HAMHOTO IMPEBBIMIACT 03y, KOTOpas MPOSBISET
MaKkCHUMaJIbHBIA 3()QexT B OTHOmEHWHM auaped. JlomepaMu] TOBBIIIACT TOHYC AaHAJILHOTO
cuHKTEpa, CIOCOOCTBYsI YMEHBIICHUIO HEJIEpXKaHHsI KaJIOBBIX MaccC U MO3bIBOB K Aedekanuu.

5.2. DapmakoKuHeTHYECKHE CBOMCTBA

AOGcopouust

bonpiias yacTs jonepaMu/ia BCaCbIBAETCS B KUIIIEUHUKE, HO B CBSI3U C BBICOKOW CTENEHBIO
MeTaboJiu3Ma IIpH MEPBOM MPOXOXKICHUM Yepe3 NEYeHb CUCTEeMHasi OMOJOCTYITHOCTh COCTABIISIET
okoio 0,3 %.

Pacnpenenenue

Pe3ynbpTaThl HCClIEOBaHUM pacHpeiesieHus] JIONepaMHuaa y KpbIC JIE€MOHCTPUPYIOT
BBICOKYIO a)()MHHOCTh OTHOCHTEIILHO CTEHKH KHUIIIEYHUKA C TIPEHUMYIIIECTBEHHBIM CBSI3BIBAHUEM C
perenTopamMu IpoAOIBHOTO MBIIIEYHOTo ciiosi. CBs3bpIBaHUE ¢ OelKaMu T1a3Mbl (B OCHOBHOM C
anp0ymuHOM) — 95 %.

JloknuHUYecKkue  JaHHbIE  TOKa3ajdd, 4YTO JIONEpaMuj]  SBISETCS  CyOCTpaTom
P-rimmxonporenHa.

Metabonuzm

JlomepamMu TOYTH TMOJTHOCTBIO JKCTPArupPyeTCsl TEYEHBIO, TJIE€ OH METa0oJIM3UPYyeTcs
MyTeM KOHBIOTUPOBAHUS, a 3aTeM IKCKPETUPYETCs ¢ kemubto. OCHOBHOI MeTa0oInYecKuil myTh —
oKkuciuTeNbHOEe N-IeMeTUIupoBaHue, ornocpenoBanHoe riaBHbiM 00pazom CYP3A4 u CYP2CS.
BcenenctBue oueHb HHTEHCUBHOTO 3(peKTa mepBOro MPOXOoKASHUS KOHIIEHTpAIUs JolepamMuia B
IJ1a3Me OCTaeTCs OYE€Hb HU3ZKOM.

BoiBeneHue

[lepuon momyBbiBenenuss — 9-14 wacoB (B cpemHem — 11 dYacoB). Okckpenus
HEU3MEHEHHOTO JIOTIepaMUia U €ro MeTabO0IMTOB MPOUCXOAUT B OCHOBHOM C KaJlOM.

dapMaKOKMHETHKA B OCOOBIX IpyIIax

Jlemu

dapMaKOKMHETHYECKUE WCCIEAOBAHUS B TOMYJISAIUMA TAIMEHTOB JIETCKOTO BO3pacTa He
npoBoawinck. Okumaercs, dYTo (papMaKOKMHETHYECKHE XapaKTePUCTHKH JolepamMuaa |
B3aUMO/ICHCTBHE JICKAPCTBEHHBIX MPENapaToB C JIONMEPAMHUAOM OYIyT aHAJIOTHYHBI TEM, KOTOPHIE
OTMEUAIOTCs y B3POCIBIX.




5.3. lanHble TOKJIUHUYECKOH 0€30MaCHOCTH

HccnenoBanusi XpOHMYECKOW TOKCHUYHOCTH HE TII0Ka3ajdd HUKAaKOTO TOKCHYECKOTO
s¢dexTa, 32 HCKIIOYCHUEM HEOOIbIION MOTEpH MAcChl Tela U HEKOTOPOTO CHUIKECHUS TpUBEca U
nOTpeOJCHNsT TMUIMM [P COOTBETCTBYIOLIMX CYTOYHBIX [03ax 10 5 Mr/kr/cytku (B 8 pa3
NPEBBIIAIONICH MaKCUMAIBHYIO JI03y Uil MCIONb3oBaHMs yenoBekoMm (Maximum Human Use
Level, MHUL) u 40 mr/kr/cytku (B 20 pa3 6onpmie MHUL).

KaHueporenHslii moTeHIuan He ObUT BBISBICH. Pe3ynbTarhl HcciieoBaHuid IN VIVO u
in vitro mokasanu, 4To JIonepaMu He 00JaaeT FeHOTOKCHYHBIM JIeiicTBUEM. B CeleKIMOHHBIX
UCCIICIOBAHUSIX C y4acTHEM OCEpEeMEHHBIX M JIAKTUPYIOIIMX KPBIC OYEHb BBICOKHE 03Bl
nonepamuaa (40 wmr/kr/cytku — B 20 pa3 Oompme MHUL) mpuBogwim K MaTepuHCKOU
TOKCHUYHOCTH, CHI)KEHUIO (PePTHIIBHOCTU M CHWKCHUIO BBDKMBAEMOCTH ILIOJa/neTeHsima. bonee
HU3KHE 710361 Jonepamuaa (>10 mr/kr/cytku — B 5 pa3 6onpme MHUL) He Biusiim Ha 310pOBbE
MaTepH WM IJI0/a U HE BIMSUIM Ha IEPUHATAIBHOE U TOCTHATAJIHLHOE PAa3BUTHE.

B xoxe npoBeacHus TOKIMHUYECKHX UCCIIEAOBaHUi iN VItr0 1 in VIVO He ObLIO OTMEYEHO
3HAYMMOTO 3JIEKTPO(PU3UOJIOTHUECKOTO BIIMSHUS JIONEpaMHia Ha CEepAlle NMPH KOHIIEHTPAIIUH
JorepaMuia B Tpejeiax TeparneBTUYEeCKOro Juana3oHa, a TakkKe MPU €ro 3HAYUTEIbHOM
yBenudeHuu (o 47 pa3). OmHako, NMpU YPE3MEPHO BBICOKUX KOHIIEHTPAIMSIX, CBSI3aHHBIX C
nepeao3upoBkor (cMm. pazmensl 4.4 u 4.9), jonepaMua OKasbIBaeT AIEKTPO(HU3MOIOTHIECKOE
JICWCTBUE HA Cep/IIIe, BbI3bIBAs OJIOKAy KAIMEBBIX M HATPUEBBIX KAHAJIOB U ApUTMHIO.

6. PAPMAIIEBTUUECKHUE CBOVICTBA
6.1. [lepeuensb BcnoMoraTeJbHbIX BeleCTB
— JlakT03a MOHOTHIpAT;

— KpaxMaJjl KyKypy3Hblii;

— MarHus creapar.

CocraB Kancynsl:

— )KeJaTuH,

— Metuimaparuapokcudensoar E218;

— nponuinaparuapokcudensoar E216;

— tutana quokcug E171.

6.2. HecoBMecTHMOCTE
He nmpumenunmo.

6.3. Cpok roaHocTH (CpOK XpaHeHHs)
3 rona.

6.4. Oco0ble Mepbl NPEAOCTOPOKHOCTH NPH XPAHEHUH
XpaHUTh B OPUTMHAJIIBHON yMakoBKe (KOHTypHas s4yeiikoBas yNakoBKa B IMayke) JUIs
3aIlIMTHI OT CBETA U BIIard IpH Temmneparype He Boiie 25 °C.

6.5. XapakTep U cojep:KaHHe NEPBUYHOI YIAKOBKH

10 kancysnm B KOHTYpHYIO SYEMKOBYIO YIAKOBKY M3 IUICHKH IOJMBUHWIXJIOPHUIHON WU
IUIeHKH 13 HemactuduuupoBanHoro [IBX ans  ymakoBKM JIEKapCTBEHHBIX CPEICTB M T'MOKOM
YIaKOBKM Ha OCHOBE aIIOMUHHEBOW (oybrd Wiau (oibru altlOMUHUEBOM, WM MaTepuana
KoMOuHupoBaHHoro mapku MK n-®.

1 win 2 KOHTYpHBIE SIUEUKOBBIE YIIAKOBKH BMECTE C JINCTKOM-BKJIQJBIIIEM MOMEUIAIOT B
nauky u3 kaproHa (Nel0x1, Ne10x2).



6.6. OcoOble Mepbl MNPEIOCTOPOKHOCTH TPH YHHYTOKEHHH HCIOJH30BAHHOIO
JIEKAPCTBEHHOI0  Ipemapara WJIM  OTXOJ0B, IMOJYYeHHBIX MoOcCJe NpUMeHEeHHUs
JIEKAPCTBEHHOI0 Mpenapara, u Apyrue MaHUMyJIAIHUHU ¢ PenapaToM

Yrunuzauus
Het 0co0ObIx TpeOOBaHUH K yTUIM3ALUH.

7. JEPXKATEJIb PETUCTPAIIMOHHOI'O YAOCTOBEPEHUASA

Pecniy6iinka benapych

OTKpBITOE aKIIMOHEPHOE 001IecTBO «BOPUCOBCKUI 3aBOI METUITUHCKUX MPETIAPATOBY
222518, Munckas obmactb, r. bopucos, yi. Yamaera, 64

Ten/daxc +375 (177) 73-56-12, 74-42-80

DnexTponHas moyra: market@borimed.com

7.1. IlpeacTaBUTEIb JIepKaTe/Isi PerHCTPANMOHHOTO YIOCTOBEPEHUs HA TEPPUTOPHH
Cor3sa

Pecny6mnuka benapychb

OTKpbITOE aKIIMOHEPHOE 00111ecTBO «BOpUCOBCKUI 3aBOI METUIIMHCKUX MPENapaToBy

222518, MuHckas obnacte, . bopucos, yi. Yanaesa, 64

Ten/dakc: +375 (177) 73-56-12, 74-42-80

DnexkTponHas moyra: market@borimed.com

3a mro6oi uHQOpMaIe o mpemapaTe, a Takke B CIy4yae BO3HHUKHOBEHHS MPETECH3HM

cienyer oOpalaThes K JepKaTellto PEruCTPallMOHHOTO Y10CTOBEPEHUSI.

8. HOMEP PETUCTPAIIMOHHOI'O YAOCTOBEPEHUS

9. TATA NEPBUYHOM PEI'UCTPALIUA (IIOATBEPKXJIEHUSA
PEITNCTPALIIMU, IEPEPEI'UCTPALIUN)
Hara nepsoii peructpauun: 30.04.2002.

10. JATA HEPECMOTPA TEKCTA
OOmiass xapakTepHCTHKAa JIGKaPCTBEHHOro Tperapara JlomepamMuaa THAPOXIOPHT

JAOCTymHa Ha HMHPOPMALMOHHOM moOpraie EBpa3suilckoro 3IKOHOMHYECKOTO COH3a B
UHPOPMAIIMOHHO-KOMMYHHUKAIIMOHHOM ceTn «HTepHeT» hitp://eec.eaeunion.org/.
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