OBILIAA XAPAKTEPUCTHUKA JIEKAPCTBEHHOI'O ITPEITAPATA

1. HAMUMEHOBAHUE JTEKAPCTBEHHOI'O IIPEITAPATA
Jloparamgun, 10 Mr, TabneTKH.

2. KAUECTBEHHBIN ¥ KOJIMYECTBEHHBII COCTAB

Kaxnas Tabnerka coaep HT JeiCcTBYIONIETro BelecTna jJoparaanna 10 mr.

BcnoMoraTenpHble  BellecTBa, HaJIMYUE KOTOPBIX HAJO0 YYUTBIBATh B  COCTaBe
JIEKapCTBEHHOI'O IIperapaTa — JIJaKT03a MOHOTHApAT (cM. paszzen 4.4).

[TonHbIN CIUCOK BCIIOMOTATEIbHBIX BEIIECTB MIPUBEACH B pasnene 6.1.

3. JEKAPCTBEHHASI ®OPMA

Tabnerku.

TabGmeTku 6e710r0 UK MOYTH OEJIOTO I[BETa, INTOCKOIMINHIAPUIECKHE, C PUCKOU U (PacKoii.

PI/ICKa npez[Ha3Haqua JIMIb JJIA paSJIaMBIBaHI/ISI C LOCSIIBIO OGJ’IGI“ICHI/IH HpOFHaTBIBaHI/IH, a
HE JUTS pa3/ielicHUs] Ha paBHBIC O3B

4. KIMHUYECKHUE JAHHBIE

4.1. ITokazaHusl K NPUMEHEHHUIO

CuMITOMAaTHYECKOE JICUEHUE AJUIEPTUYECKOTO PUHUTA U XPOHUYECKON MANONATHYECKOM
KparnuBHHULIBI Y B3pOCIBIX U AeTel crapiie 2 et ¢ Maccoil Tena 6omnee 30 Kr.

4.2. PexxuMm 103MpOBaHNs U CNIOCO0 MPUMEHEHUs!

Pesxxum 1o3upoBaHus

B3pocasie

Pexomennyemas no3a: no 10 mr 1 pa3 B CyTku.

Oco0ble rpynmbl NaMEeHTOB

Toorcunvie nayuenmuol

Koppekius 103s1 He TpeOyeTcs.

Ilayuenmul ¢ Hapywenuem QynKyuu neveHu

[TanenTam C TSOKENBIMA HapYHMICHUSIMH (DYHKIMH TEYEHHU JO0JDKHA OBITh Ha3HAYeHA
MEHbIIasi HayalbHas /032 U3-332 BO3MOXXHOCTH YMEHBILIEHUS KJIMpEHca JiopaTaJuHa
(cM. pasnen 5.2). Pexomenayercst HadanbHas 1o3a 10 Mr yepes JeHb Ui B3pOCIBIX M AETEN C
Maccoii Tena 6omee 30 kr.

Tayuenmoi ¢ Hapywenuem yHkyuu novex

Koppekius 10361 HE TpeOyeTcs.

Hern

Jlemu 0o 2 nem

Jlannbie o 6e30nacHOCTH U 3((HEKTUBHOCTH IPUMEHEHUS JIOPaTaAnHA y IE€Tel B BO3pacTe
710 2 JIET OTCYTCTBYIOT.

Jlemu om 2 0o 12 nem

Jlo3a ycTaHaBnuBaeTCs B 3aBUCUMOCTH OT Macchl Tela.

Hetsim ¢ maccoii Tena 6onee 30 kr: 10 mr 1 pa3 B CyTKH.

Jst neteit ¢ maccoit Tema 30 Kr UM MEeHee JIEKapCTBEHHBIN Mperapat B popMe TabJIETOK
HE TOJXOAMT, CIEAyeT Ha3zHayaTh Oojee MOAXOIAIIyI0 (OpMYy BBITYCKAa JIEKAPCTBEHHOTO
npernapara.

Jemu cmapwe 12 nem

Pexomennyemas no3a: no 10 mr 1 pa3 B CyTku.




Cnoco6 npuMeHeHust
BayTps. TabneTkn MOXXHO MPUHUMATh HE3aBHCUMO OT IIpHEMa UM (CM. pa3zaen 5.2).

4.3. [IpoTuBONOKA3aAHUS

— 'unep4yBCTBUTENHHOCTD K JIOPATAJAMHY WU K JIIOOOMY U3 BCTIOMOTATEIbHBIX BEIIECTB,
MEePEUYNCIICHHBIX B pa3aene 6.1;

— nepuoj Jaktaiuu (cM. pasnen 4.6).

4.4. OcoOble yKa3aHUS U MepPbI NPETOCTOPOKHOCTH NPH MPUMEHEHUN

JloparaguH cinenyer NPUMEHSTh ¢ OCTOPOKHOCTBIO Y ITALIUEHTOB C TSHKEIION NIEYEHOYHOU
HEJIOCTAaTOYHOCTHIO (CM. pazaen 4.2).

Crnenyet coOmroaTh OCTOPOKHOCTE B Ciiydae mpuéma rnpenapata JloparaanH cOBMECTHO
C APYTMMHU JIEKApCTBEHHBIMU IpenaparaMu, B MeTa0O0JIM3Me KOTOPBIX yYacTBYIOT (DepMEHTHI
nedenu nuroxpomMa CYP3A4 unu CYP2D6 (cm. pasnen 4.5).

VYV manueHToB MOXKUIOr0 BO3PACTa UMEETCS PUCK MOSIBICHUS COHJIMBOCTH.

[Tpuém npemnapara JlopaTtaauH HEOOXOAUMO NMPEKPATUTh HE MOIPKE YeM 3a 48 yacoB 10
MPOBEJECHUSI KOXKHBIX JUArHOCTHYECKUX aJuIepronpod s MNpeAoTBpalleHus OMIMOOYHBIX
pe3yIbTaTOB.

[Ipenapar JlopaTaguH He BBI3bIBAET MPUBBIKAHUS.

BcnomoraTenbHble BelllecTBa

[Ipenapar JloparaauH COAEPKUT BCIIOMOIAaTEIbHOE BEIIECTBO JAKTO3a MOHOTHJIpAT.
[TatmeHTaM ¢ pegko BCTPEYAIOLICKCS HACIEACTBEHHOW HEMEPEHOCHUMOCTBIO TaJIAKTO3bI,
neUIMUTOM JIaKTa3bl JIOMAped WM TIIFOKO30-TaJlaKTO3HOM MalibadcopOume He cleayer
Ha3HaA4aTh 3TOT Mpernapar.

4.5. B3anMmopeiicTBue ¢ APYrHMH J1eKAPCTBEHHbIMH IpenapaTaMu M Apyrue BHABI
B3aNMMOJAEHCTBUSA

B3anmopnencTeus j1opataiuHa ¢ IpYruMU JIEKapCTBEHHBIMU IIpenapaTamMu UCCIIEI0BaHbI
TOJIBKO Y B3POCJIBIX.

IIpu coBMeCTHOM pUEME JIOpaTaMHA C KETOKOHA30JI0M, SPUTPOMULIMHOM, IUMETHIUHOM
OTMEYaeTCsl NMOBBILIEHNE KOHLIEHTPALMK JIOpaTaJyHa B IUIa3Me KPOBU, OJJHAKO 0e3 KaKuX-JIn0o
KIIMHUYCCKHUX HpOHBHGHHﬁ.

He ycTaHoBII€HO MOTEHIMUPYIOLIETO BIUSHUS JIOPATaJHA HA IICUXOMOTOPHBIE (QYHKIIUN
IIPY OAHOBPEMEHHOM IIPUEME C AJIKOT'OJIEM.

[Ipu coBmectHoM mnpuéme noparaanHa ¢ wuHrHOUTOpamMu CYP3A4 wmm CYP2D6
OTMCYACTCA YBCIIMYCHUC YPOBHA JIOPpATAAHHA, UYTO MOXKCET COIMMPOBOXKAATHCS IMMOBBINICHUCM PUCKA
BO3HHKHOBEHHS HEXKEIIATCIIBHBIX PEaKLUN.

4.6. DepTHIBLHOCTD, 0EPEMEHHOCTH U JIAKTALMS

bepemeHHOCTB

be3zonacHocTh npuéma jopaTanrHa B Iepruoji 0epeMeHHOCTH HE YCTaHOBJIEHA, IOATOMY He
peKOMEeHayeTCs IPUHUMATD JICKapCTBEHHBIH npenapar JlopataauH B neproa 6epeMeHHOCTH.

Kopmienue rpynipto

HopaTazmH BBIACIICTCA C TPYAHBIM MOJIOKOM, IMTO3TOMY HC PCKOMCHAYCTCS NPUHUMATDH
npenapar JloparaguH B nepuoa Jaktamuu (cM. pasaen 4.3).

4.7. Bansinue Ha CIOCOOHOCTH YIPABJATH TPAHCIOPTHBIMU CPEACTBAMM U PadoTaTh
¢ MeXaHU3MaMH

B knMHMYeckux ucciaeoBaHusIX He OTMEYaIoch BIMSHUE JIOPATainHa Ha CKOPOCTh PEAKIH
MAlMeHTa TPH YIPaBIEHUH aBTOTPAHCIOPTOM WM paboTe ¢ ApyrMMH MexaHusMamu. OnHako B
OYEeHb PEIKUX CIydasX BO3MOXKHO TOJIOBOKPYXKEHHE, MO3TOMY HE PEKOMEHJyeTCsl MPHUHUMATh



JIeKapCTBEHHBIN mpernapat JlopataauH BO BpeMs yIpaBieHHs aBTOTPAHCIOPTOM WM IpU padoTe C
APYTUMHU MEXaHU3MAaMHU.

4.8. HexkennaTeibHbIe peakunuu

Pestome npodust 6e3onacHOCTH

B xnuHMYecKkux uccnea0BaHusAX, IPOBEIEHHBIX C yYaCTHEM B3POCIbIX U MOAPOCTKOB, MIPH
npuéMe JoparaguHa B PEKOMEHIOBaHHOW no3e 10 M B CyTKM C TOKa3aHUSMHU: PUHUT U
XpOHHMYECKasi UAMONAaTHUYECKasi KpallMBHULIA, O HEXeNaTeIbHbIX peakuusx coobmanoch y 2 %
MAIMEHTOB, YTO MPEBBIIIANIO MOKa3aTelh CPeIU MAIMEHTOB, MOJydaBmuX Iuiamnebo. Hanbomnee
YacTHIMM HEXKENaTeIbHbIMU DPEAKIHUSIMH, O KOTOPHIX COOOINAIoCh daile, 4yeM IMpu Hpuéme
miane6o, ObLIU: COHMBOCTD (1,2 %), romoBHas 601k (0,6 %), moBbimenue ammeruta (0,5 %) u
6ecconnuna (0,1 %).

Pe3roMe HexenaTenbHbIX PEAKIU

HexenaTenbHble peaknuu MEepeUYHCIEHbl B COOTBETCTBUM C CHCTEMHO-OPTraHHOM
KIaccuduKanued ¥ 4acTOTON BCTpeYaeMoCTH: oueHb dacto (>1/10), wacro (>1/100, no <1/10),
Heuyacto (>1/1 000, vHo <1/100), penxo (>1/10 000, Ho <1/1 000), ouennr pemaxo (<1/10 000),
9acTOTa HEU3BECTHA (HA OCHOBAHUU MMEIOIIMXCS JTAHHBIX OIICHUTH HEBO3MOXKHO).

Hapywenuss co cmoponbl umMMyHHOU cucmemvl: OYE€Hb peaKo — aHaduIakcus,
AHTHMOHEBPOTUYECKHI1 OTEK, KpanuBHUIIA, 3y, (HOTOCEHCUOMIN3ALINSL.

Hapywenus co cmoponwvl Hepehoti cucmembl: OU4€Hb PEAKO — FOJIOBOKPYKEHHE.

Hapywenus co cmoponvl cepoya: 04eHb peKO — TaXUKapAusi, cepueOreHue.

Kenyoouno-kuweunvie HapyuieHus: 04€Hb PEJIKO — TOLIHOTA, CyXOCTh BO PTY, TaCTPHUT.

Hapywenus co cmoponbl Kodtcu 1 n0OKONCHbIX MKAHel: O4eHb PEAKO — ChIIb, AJIOTEIHSL.

Hapywenus co cmopomnbl neuenu u Hcenuesvigooauux nymeil: O4€Hb PEIKO: HapylIEHUE
(GyHKIHN TICYCHH.

Obwue napyuwienus u peakyuu 8 mecme 66e0eHus: 04€Hb PEAKO — YCTAIOCTb.

Jlabopamopuvie u uHcmpymeHmanvHvle OaHHble: YacTOTa HEU3BECTHA — IOBBIIICHUE
MAacChI Tela.

Jletn

B xnMHHYECKHX MCCIIeOBAaHMX C Y4acTHEeM JeTeil B Bozpacte oT 2 1o 12 jer Haubosee
4acTO BCTPEUAINCH CIIEIYIONINE HeXellaTelbHble PeakIiK: rojloBHas 060b (2,7 %), HepBO3HOCTh
(2,3 %) u noBbilIeHHasE yToMmIiieMocTh (1 %).

CooO1u1eHne 0 MoJ03peBaEMbIX HEKeNaTeNIbHBIX PeaKIUsIX

BaxHo cooOmarhs 0 MoJ03peBacMbIX HEXKETAaTEIbHBIX PEAKIMAX IOCie PEerHCcTpanuu
JIEKapCTBEHHOI'O Iperapara ¢ 1ejiblo 00ecredeHus] HeMPepbIBHOTO MOHUTOPUHIAa COOTHOIICHHUSI
«TIOJIb3a-PUCK» JIGKAPCTBEHHOr0 TpenapaTa. MeAUIUHCKUM pPaOOTHUKAM PEKOMEHIYETCs
coo0MIIaTh O JIFOOBIX MOJ03PEBAEMBIX HEXKENATEeNbHBIX PEAKIUAX JEKapCTBEHHOTO Ipernapara
Yyepe3 HaIlMOHAJIbHBIE CUCTEMbI COOOIICHHUS O HEXKENATENbHBIX PEAKLUAX TOCYAapCTB-UJICHOB
EBpa3uniickoro 3k0OHOMHUYECKOT0 COI03a.
Pecnybauka bBeaapycs
220037, r. MuHnck, nep. ToBapuilieckui, 2a
VII «lleHTp 2KCnepTu3 U UCHBITAHUHI B 3PaBOOXPAHCHUN»
Tenedon: +375 (17) 242-00-29
®axc: +375 (17) 242-00-29

DnektpoHHas moyra: repl@rceth.by
Caiit: http//www.rceth.by

Pecny0imka Kpipreiscran

720044, r. buiikexk, yia. 3-s1 1uHuUA, 25

JlemapraMeHT JICKapCTBEHHBIX CPEACTB M MEOUUMHCKUX M3JAenuil npu  MuHHCTEPCTBE
3npaBooxpanenust Keipresckoit PecryOmmku

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


mailto:rcpl@rceth.by

OnexTponHas nouta: dlsmi@pharm.kg
Caitr: https://www.pharm.kg

Poccuiickas ®exepanus

109012, r. Mocksa, CinaBsiHcKasi muiomaib, 1. 4, ctp. 1

®denepanpHas cayx0a o Haa30py B cdepe 3apaBooxpanenus (PoczmpaBaanzop)
Tenedon: +7 (800) 550-99-03

DnekTpoHHas nmovra: pharm@roszdravnadzor.gov.ru

Caiit: https://www.roszdravnadzor.gov.ru

Pecny0simka Apmenust
0051, r. Epesan, nip. Komuraca, 49/5
«LleHTp 3KCHepTU3bI IEKAPCTB U MEAULMHCKUX TexHoaoruin» ['HKO
Tenedon: (+374 60) 83-00-73, (+374 10) 23-16-82, 23-08-96
Tenedon ropsyeil TMHUK OTJENIa MOHUTOPHHTA O€30MaCHOCTH JIEKAPCTBEHHBIX cpencTB: (+374
10) 20-05-05, (+374 96) 22-05-05
dakc: (+374 10) 23-21-18, 23-29-42
DnekTpoHHas rmoyra: info@ampra.am
Caiit: http://www. pharm.am

4.9. [lepeno3upoBka

CuMOTOMBI

VY B3pocibIX MALMEHTOB OTMEYAJIMCh I'OJIOBHAs 00Jb, COHJIMBOCTb M TaXUKapIus IpU
npué€Me JeKapcTBEHHOro mnpenapara B Jo3ax 40—180 Mr, 3HAYUTENBHO MPEBBILAIOLINX
PEKOMEHIOBAHHYIO TepaneBTUYEeCKyto 103y 10 mr. ¥ gereir ¢ mMaccoil tena meHee 30 Kr mpu
npuéme B no3e Oosee 10 Mr OTMEHYaIMCh SKCTPANMpPAMHUIHBIE CHMOTOMBI M YYaIleHHOE
cepaneOrueHue.

Jleuenue

WHpyknust pBOTHI, NPOMBIBAHME JKENIy/Ka, Ha3HAYeHHWE aKTUBUPOBAHHOTO YT,
CUMITOMaTu4ecKas ¥ nojaepkuBaronias repanus. JloparaguH He BBIBOAUTCS U3 OpraHu3Ma Ipu
reMoInause.

5. PAPMAKOJIOTMYECKHWE CBOMCTBA

5.1. ®apmakoauHaMHuYecKHe CBOHCTBA

®apMakoTepaneBTHyYecKas rpynna: Jlpyrne aHTUTMCTAMHMHHBIE CPEICTBA CHUCTEMHOIO
JNEUCTBUS.

Koxg ATX: RO6AX13.

MexaHu3M IeUCTBUA

JlopatanuH SABISETCS CEICKTUBHBIM TPULMKJIMYECKUM AHTHTMCTAMHHHBIM IIPENapaToM,
KOTOPBIH JeficTByeT Ha nepudepuueckue Hi- perentopsr.

Ddapmakonoruyeckue 3hHeKTrl

Jloparagun npu mnpuémMe B PEKOMEHAYEMOM [103€ HE OKa3bIBACT CYILIECTBEHHOI'O
CEeJaTUBHOI'O WJIM AHTUXOJIMHEPIHUECKOTro AEHCTBUS Y OOJIBIIMHCTBA MTALUEHTOB.

Bo Bpemst AnuTEenbHOrO JIeUeHUsT HE HAOIIOANoCh KIMHUYECKH 3HAUYMMBIX M3MEHEHHUN
KU3HEHHBIX (YHKIMH, JJaOOpPAaTOPHBIX MOKa3aTenei, JaHHBIX KIMHUYECKOTO OOCIIeOBaHUS U
OKT'.

JlopataguH He UMeeT CyIIeCTBEHHOTo AeicTBUs Ha Ho-penenTopsl.

JlekapCTBEHHBIN Npernapar He MHTMOMpYET 3aXBaT HOPAAPCHATIMHA U MPAKTUYECKH HE
BIIUSIET Ha (PYHKUNHU CEPCUHO-COCYIUCTON CUCTEMBI MM AKTUBHOCTH BOAUTENS pUTMA CepALia.

HccnenoBanus ¢ mpoBeieHHEM KOXKHBIX MPOO HA TUCTAMHH TOCJE BBEACHUS 10361 10 mr
MOKa3aM, YTO aHTUTHUCTAMUHHBIN 3¢ (deKT BO3HMKaeT 4epe3 1—3 daca, mocTuras MakCUMyMa


mailto:rcpl@rceth.by
https://www.pharm.kg/
mailto:pharm@roszdravnadzor.gov.ru
https://www.roszdravnadzor.gov.ru/
mailto:m.abdrakhmanov@dari.kz
http://www.ndda.kz/

yepe3 8—12 vacos u anures 6omaee 24 yacos. He oTMeuanoch pa3BUTHS yCTOMYUBOCTH K ICHCTBUIO
JIEKapCTBEHHOI'0 IIpernapara nocie 28 aHel npuéma.

5.2. apmakokuHeTHYECKHE CBOHCTBA

Abcopbuus

JlopataguH OBICTPO M XOpOIIO BcackiBaeTcsi. COMyTCTBYIOIIMN NPUEM IMHUIIHM MOKET
HECKOJIBKO 3aJIep’KMBATh BCAChIBAHME JIOpPATaJnuHA, HO 3TO HE OKa3bIBAa€T HUKAKOTO BIUSHUS HA
kimuHrYeckuit agdexr. [TokazaTenu 6HOAOCTYIHOCTH JIopaTaJuHa U €ro akTUBHOI'O MeTaboIuTa
MIPOIMOPLIMOHANIBHBI J103€.

Pacnpenenenue

JlopaTanuH akTUBHO CBsI3bIBaeTCs ¢ Oenkamu Iuia3mbl KpoBH (0T 97 % nmo 99 %), a ero
aKTUBHBIN METAOOJIUT — C yMEPEHHOH akKTUBHOCTHIO (0T 73 % 110 76 %).

VY 310poBbIX CYOBEKTOB HCCIEIOBAHUN MEPHOJ MOJTYBBIBEAEHHUS JOpaTajJdHa U €ro
aKTUBHOTO MeTaboiMTa W3 IUIa3Mbl KPOBH COCTaBIIICT MpuOMM3uTenbHO | Wac m 2 yaca
COOTBETCTBEHHO.

[Tocne nepopanbHOTO MpUEMa JIOpaTaAH OBICTPO U XOPOIIO BCACKIBACTCA.

buorpanchopmanus

Jlopatanun wmetabonu3upyercs B TEYCHH C OOpa3oBaHHWEM AaKTHBHOTO MeTaboimTa
ne3kapOodTOKCUIopaTaguHa npu ydactuu uzodepmentoB nuroxpoma CYP3A4 u B MeHbIe
crenenn CYP2D6. Bpems pocTukeHHs MaKCUMalbHOW KOHIEHTPALMM JopaTaguHa U
neskapOosTokcuaoparaguHa B TutazmMe KpoBH (Tmax) wepes 1-1,5 waca m 1,5-3,7 daca
COOTBETCTBEHHO (TPUEM MUIIH 3aMeIsIeT Tmax Ha 1 wac).

DJIMMUHAINS

[Tpumepno 40 % m03b1 BBIBOAUTHCS ¢ MOYOM U 42 % ¢ kajioM Ha npoTskeHuu 10 nHei B
OCHOBHOM B (popMe KOHBIOTUPOBAHHBIX MeTa00UTOB. [IpumepHO 27 % 10361 BEIBOJUTCS C MOYOI
B TeueHHue nepBbiXx 24 yacoB. MeHee 1 % aKTHBHOIrO BeleCTBa BBHIBOAMTCA M3 OpraHu3Ma 0e3
W3MEHEHUH, KaK JIOpaTa/IvH, TaK U 1e3KapO03ITOKCHUIOPATaIUH.

Cpennuii mepuo;] MOJYBBIBEICHUS JIOpaTaJrHa y 3I0POBBIX CyOBEeKTOB Obul 8,4 waca
(mnamnazon ot 3 1o 20 yacoB), a OCHOBHOTO MeTaboMTa — 28 yacoB (Iuana3oH ot 8,8 10 92 yacos).

PapMaKOKMHETHKA B OCOOBIX IPYIIax

Iayuenmoi ¢ HapywieHuem QYHKyuU neveHu

MakcumanpHas 11a3MeHHass KoHIeHTpamus (Cmax) W AUC nopatammHa W €ro
MeTabOIMTOB YBEIIMYUBACTCS y MAlMEHTOB C XPOHUYECKOW MOYEYHOW HETOCTATOUYHOCTHIO TIO
CPaBHEHHUIO CO 3/I0POBBIMHM TMalMEHTaMH. Y TaKUX NAIMEHTOB NEPUOJ MOJIYBBIBEICHUS
JopaTaJiiHA ¥ €ro METa0OJIUTOB B HE3HAYUTEILHOM CTETICHH OTINYAJICS OT 3I0POBBIX IMAIIMEHTOB.
[IpoBenenue remoauaiv3a HE OKas3bIBalO BIMAHUA Ha (apMaKOKUHETHKY JIOpaTaguHa U €ro
aKTUBHOTO METAa0O0JIUTA.

Ilayuenmul ¢ Hapywenuem yHKyuu novex

[Ipu xpoHHYECKOM aJTKOrOJbHOM MOpaKeHUU neueHu 3HaueHUs! Crax 1 AUC nopartaauna
YBEJIMUYUBAJINCH B 2 pa3a, XOTs B 1eJI0M (apMaKOKMHETUYECKUN MPOPUIIb Y JaHHBIX MMallMEHTOB
HE3HAYUTENIbHO OTJIMYaJICS OT Tpouis y 3J0pPOBBIX MalueHTOB. llepuoa moiyBBIBEIEHUS
JopaTtaJiHa W €ro MeTaboauTOB cocTaBiseT 24 dvaca W 37 4YacoB COOTBETCTBEHHO M
YBEJIMYUBAETCS C YBEIMUCHUEM CTEICHU TSKECTH MOPAKEHUS TIEUCHHU.

Toowcunvie nayuenmuol

Knnangeckoe viccneoBaHne BBISBHIIIO, YTO (hapMaKOKHHETHUECKUA PO JIOpaTaauHa
U €ro MeTa0O0JIMTOB CPABHUM y MOJIOABIX U MOXKUJIBIX MAllUEHTOB.

6. PAPMALIEBTUYECKUE CBOMCTBA
6.1. Ilepeuenb BcnoMOraTe/IbHbIX BelIECTB
— JJaKTO3a MOHOTH/IPAT;

— KapTo(eTbHBIN Kpaxma,

— EJUTI0NI03a MUKPOKPUCTAITNYECKAS,



— CTCApUHOBAs KUCJIOTA.

6.2. HecoBMecTHUMOCTD
He nmpumenumo.

6.3. Cpok rogHocTH (CPpOK XpaHeHus1)
3 roxa.

6.4. OcoOble Mepbl MPEAOCTOPOKHOCTH NMPU XPAHEHUU
XpaHuUTb Ipu TEMIiepaType He Bbiie 25 °C.

6.5. XapakTep u coaep:kaHue NePBUYHON YIIAKOBKH

10 TabneToK B KOHTYPHOW SIYCHKOBOW YIMAKOBKE W3 TUICHKH IMOJUBUHUIXJIOPHIHONU H
(bonbru ATIOMUHUEBOH.

1 unu 3 KOHTYpHbIE STYEHKOBbBIE YITAKOBKH C JTUCTKOM-BKIIAJIBIIIEM ITOMEIIAIOT B MAYKy U3
kaptoHa (Nel0x 1, Nel10x3).

6.6. OcoOble Mepbl NPeJOCTOPOKHOCTH IPH YHHYTOKEHMH HCIIOJb30BAHHOIO
JeKapCTBEHHOr0 Mpenapara WJIH  OTX00B, TMOJY4YeHHBIX TIIOcje MpPHMEHeHHUs
JIEKAPpCTBEHHOI0 NMpenapara, U Apyrue MAaHUMYJISINUH € MIPenapaTom

Yrunuszauus
Het 0co06bIx TpeOOBaHU K YTHIU3AIUH.

7. AEPKATEJIb PETUCTPAIHIMOHHOI'O YIOCTOBEPEHUSA

Pecny6onmka benapychb

OTKpBITOE aKIOHEPHOE 0011ecTBO «BOPHCOBCKUIT 3aBOT MEIUITMHCKUX MTPETIAPATOBY

222518, Munckas o6nacts, r. bopucos, yi. Yamaesa, 64

Ten/axc: +375 (177) 735612, 744280

E-mail: market@borimed.com

[Iperen3un moTpeOuTeNnell HAMpaBIsATh B aApec JEpiKarenst PErucTPaliOHHOTO
YIOCTOBEPEHUSI.

8. HOMEP PETUCTPALIMOHHOI'O YAOCTOBEPEHUA

9. JATA MNEPBUYHOM PEI'’MCTPALIUN (IIOATBEPXJEHUSA
PETUCTPAIIUU, TIEPEPEIT'MCTPALIUN)
Hara nepsuunoit peructpanuu: 01.03.2004

10. IATA IEPECMOTPA TEKCTA
OOmast xapakTepHCTHUKa JIEKApCTBEHHOTO Tmpemnapara JloparaguH [mocTymHa Ha

nHpopManMOHHOM TmopTalie EBpa3uiickoro SKOHOMHYECKOTO COI03a B HH(OPMAIIOHHO-
KOMMYHHUKAIMOHHOU cetn «HTepHeT» https://portal.eaeunion.org/ru-ru/public/main.aspx.
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