HNHCTPYKIUA

(U1 MAMEHTOB) pBEs SRR

S T L5

110 MEIMIIMHCKOMY IIPUMEHEHHMIO Mpenapara

.

30/IAK (ZODAC®)
Brhumamensno  npouumaiime  3mom  JUCHIOK-6KNAObIUL  Neped  HAYAIOM  npuema
Jniekapcmeennozo  npenapama. Coxpauaiime 3mom  JUCMOK-8KNA0biwt. Bam  moxcem
nOHAd0Oumbca nepeuumams ezo cHoea. Ecnu y Bac 603HUKHYym O0ononHumensHble 60npPOCHL,
RPOKOHCYbmupyiimece ¢ Bawum newawjum eépauom. Imom npenapam npeoHasHaueH JTUYHO
Bam, nosmomy ne cnedyem nepedasame ezo Opyzum nuyam. Imo modcem HaHecmu 6ped ux
300poebio, 0adice eciu CUMRMOMbL UX 3A0071€6AHUA CXOMHCU C MeMU, KOmOopble HAONI00aromca y
Bac.
Toprosoe nazpanne npenapara: 30J{AK®, TaGeTku, IOKpHITHIE IIEHOYHOH 0605109k, 10 Mr
MexaynapoaHoe HenaTeHTOBAHHOE HA3BAHHUE: IIETUPH3UH
JlexapcTBennasi popma: TabIETKH, ITOKPHITHIE INIEHOYHON 060I0UKO#
COCTAB

Onna TabneTka, MOKPHITas INIEHOYHOM 000JI0YKOM, CONEPIKUT:

AKmueHoe seujecmaeo.

LHEeTHpU3UHA Juruapoxiopun 10 mr

6CnomMozameibHble gewecmeaq.

A0po: NIaKTO36 MOHOTHJPAT, KpaxMmal KyKypy3Hsid, mosumon 30 (E1201), marams creapat
(E470);

nienounas obonouka: runpomeriosza 2910/5 (E464), makporon 6000 (E1521), tamsk (E553),
tuTaHa quokeun (E171), smynbcus cumerrnkona SE 4.

OIIMCAHUE

IIpomonroBareie Georo wik mouTH 6EI0ro mBeTa TaOJETKH, MOKPHITHIE INIEHOYHOM 000JI0YKOM, ¢
PHCKO# Juist feneHust TabNeTKH C OXHOH cTOpoHBI. TableTKy MOXHO pas[elMTh Ha paBHEIE
MMOJIOBHHBL.

D®APMAKOTEPAIIEBTUYECKAS I'PYIIIIA
AHTHTHCTAMHHHOE CPEICTBO JUIS CHCTEMHOTO IPHMEHEHHUS], IPOM3BOIHOE MTUIIEPA3HHA

Koxg ATX: RO6AE07
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®APMAKOJIOTUTYECKHUE CBOVICTBA

Dapmakoounamura

LletupusuH, MeTaOONUT TUAPOKCHU3WHA, SBISETCS MOLIHBIM M CEJIEKTHBHBIM aHTarOHHCTOM
nepudepuueckux Hl-penentopoB. MccnenoBanus in vitro moka3aau HEBO3MOXHOCTb CPOJCTBA C
IOpYyTUMH perentopamu, kpome kak H1-penenropamu.

O6nazaer BeIpaXK€HHBIM IpoTHBOAJUIeprudeckumM aeficteueM (10 mr mpemapata 1-2 pa3a B CyTKH
OJOKMpyeT Ipolecc JeNeHUs S03WHO(GUIIOB Yy WAIMEHTOB C  ATOMHYECKHM JIEPMATUTOM),
OpeNyNpexaacT pa3BHUTHE M OOJierdaeT TedeHHE aJUIepruuecKux peakuui. MccnemoBanus Ha
37I0POBBIX JOOPOBOJIBIIAX IOKAa3ald, YTO IETHPU3UH B J03aX 5 H 10 Mr 3HAYHUTENBHO CHHUXKAET
TaKHe peaki¥H, KaK BOJIIABIPY M TMIIEPEMHIO, BBI3BAHHBIC BHICOKMMHU KOHIIEHTPALUSIMH THCTAMHHA
B KOXK€, HO KOPpeJsIuy ¢ 3¢ (HeKTHBHOCTHIO HE YCTAHOBIICHO.

B 35-1HEBHOM HcClIEIOBaHHMH C yYacTHEM JeTeil B Bo3pacte oT 5 a0 12 ner, He oGHapyKeHO
TOJIEPAHTHOCTH K aHTUIMCTAMHHHBIM 3(dexTam meTrpu3uHa (MOIABIEHHE TAaKMX pPEaKIdi, Kak
BOJABIpH M THnepemus). I[locne mnpekpameHuss npuemMa LETHPU3WHA B TeUeHHe 3 JHEH
BOCCTaHABIIMBAETCS HOPMaJIbHAsI pEAKTUBHOCTH KOXKH K TUCTAMHHY .

B mecruHenensHOM IUIane00-KOHTPOIMPYEMOM HCCIENOBAaHWM Ha 186 mammeHTax ¢
AJUIEPri9e€CKMM PUHHMTOM M COIYTCTBYIOIIEH acTMOW OT JIETKOW /IO CpelHeH CTENEeHH TSKECTH,
HEeTHPU3UH B 03¢ 10 Mr B JeHb NPUBOAMI K YJIyYIIEHHIO CHMIOTOMOB PHHHTA, HE H3MEHSS TPU
5TOM (YHKIHUIO JETKHX. DTO HCCIEI0OBAHKE MMOATBEP)KAAET O6e30IIaCHOCTh IPHMEHEHHS ETHPH3HHA
y TAlHEHTOB C aUIEPTHYECKHM PHHHTOM H COINYTCTBYIOINEH acTMOH OT JIeTKOW 10 cpemHei
CTENICHU TSDKECTH.

B nnane60-KOHTpOIHpYyeMOM HWCCIIEOBaHMH, NPHEM LETHPU3MHA B CYyTOYHOM n03e 60 Mr B
TCYCHHUE CEMH JTHEW HE BBI3BIBAJI CTATHCTUYECKU 3HAYMMOTO y utnHeHns nHTepBaia QT.

[loka3aHo, 9T0 B PEKOMEHIYEMOH [03€, LETUPHU3MH YIIyqINaeT KauyeCTBO JKU3HH IAIMEHTOB C
KPYTJIOTOJUYHBIM U C€30HHBIM AJUIEPIHIECKAM PUHHTOM.

DapmakokuHemuka

Abcopbyus

MakcuMmanpHbIH ypoBeHb KOHIIEHTPAIMH B IUIa3Me COCTaBIsAeT mpuMepHo 300 Hr/MII B JOCTHraeTes
npumepHo 4epe3 30-90 mumyT. Ilpm mpueme no3br 10 Mr B Teyenue 10 aHe# UETHPH3HH HE
HAKaIUIMBAEeTCs B OPraHU3ME.

IIpueM muIM HEe OKa3bIBA€T CYIIECTBEHHOTO BIHMSHHS HA BEJIHYMHY aGCOPOIMH, OJHAKO B 3TOM
Cllydyae CKOpOCTb BCaCchIBaHHMs HE3HAYUTEIBHO CHMKAETCSI. DBHOAOCTYMHOCTH JEHCTBYIOLIErO
BEIIECTBA OZJMHAKOBA JJIsl BCEX JIEKAPCTBEHHBIX ()OpM IpemnapaTa: CHpona, Kareib | TabJIeToK.

Pacnpeoenenue
Kaxymuiics o6vem pacnpenenenus coctaBnsger 0,50 n/kr. CTeneHb CBA3BIBAHUS IETHPU3UHA C

Oenkamu mIa3sMbl KpOBH cocTaBiseT okono 93+0,3%. Llerupusun He obnamaeT BIMSHHEM Ha
CBS3bIBaHHE BapdapHHa IJTa3MEHHBIMHU OeJTKaMu.
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Buompancpopmayus
IleTrpu3uH He MOBEpracTcsi HHTEHCUBHOMY METab0JIM3My IIEPBOI0O IPOXO/a.

InumuHayus

[leTHpU3HH MHHHUMAJIBHO METaboMM3UpyeTCs B MIeYeHH ¢ 00pa30BaHHEM HEaKTHBHOIO MeTaboIuTa
U BBIBOJUTCS B HEM3MEHEHHOM BH/JIE IIPEUMYIIECTBEHHO Mo4kaMu. [Ipenapat He HakamMBaeTcs B
opraHu3Me (JaHHbIE IIPU JIEYEHUH CyTOUHOH 1030# 10 Mr B Teuenue 10 queit), 0KOJIO IBYX TPETBUX
J03bl IIETUPU3WHA BBIBOJUTCS B HEM3MEHEHHOM BHAE ¢ Mo4oi. Ilepuon moiryBhIBeICHHUS
LETHPH3UHA COCTaBIsIET NpUOIM3uTeNnsHO 10 yacos.

ITpu npueme 5-60 Mr netupu3rHa HaOTIOJa€TCS INHEHHAS KHHETHKA.

Oco0OBble rpyInsl HaceIeHHUs

Jlioou nooicunozo éo3pacma: Ilocie OMHOKPATHOTO MpHEMa MECTHAANATHIO MAIMEHTAMHE TT0XKHIIOTO
BO3pacTa 036l HeTHpu3uHa 10 Mr, BeITHUYMHA IEpUO/a OTYBHIBEJCHUS YBETHUMIACH IPHMEPHO Ha
50%, xmpenc ymensmmics Ha 40% Mo CpaBHEHHIO ¢ OOBIYHOM rpymmoi manuenToB. OKa3anocs,
YTO CHH)KEHHME KJIIMPEHCa [IETHPH3HHA Y TOXKHIIBIX 100POBOJIBIIEB CBSI3aHO CO CHHXKEHHEM (hyHKIIUH
TOYeK.

Hemu: Ilepron moayBhIBEICHHS LETHPU3WHA COCTABIILET OKOJIO 6 9acoB y nereit 6 - 12 ner u 5
4acoB y JieTeH 2 - 6 ner. Y rpyaHBIX JeTel U MIIAJCHIIEB B BO3pacTe OT 6 10 24 MeCSAIEB, EPUOL
II0JTy BBIBEJIEHUS CHIKaeTes 10 3,1 Jaca.

Ilayuenmuvl ¢ napywenuem @ynkyuu novex: @apMakOKHHETHKA Tperapara y MalUeHTOB C JIETKOH
CTENCHBIO ITOYEYHOH HEOCTATOYHOCTH (KJIMpEeHC KpeaTHHHHA Bhiie 40 MJI/MUH) HE OTJIMYAETCS OT
37I0POBBIX J0OPOBOJBIEB. Y MAlHEHTOB C YMEPEHHBIM HapyIIeHHEM (YHKIUH MOYEK, a TAKKE Y
NAHCHTOB, HAXOAAIIMXCS HAa FEMOJUAIN3€E, BEIMUMHA TIEPHOA TTOTyBBIBEICHUS YBETMUMBAETCS B
3 pasa, xiupeHc yMmeHbmaercs Ha 70% MO CpaBHEHHIO CO 3I0POBBEIMH I0OPOBOJIBIAMH.
I'emomnanu3 HeaddexTuBeH. Y MANKHEHTOB C YMEPEHHOM MM TSKENIOH CTENEHBIO IOYEYHON
HEJIOCTATOYHOCTH PEKOMEHJYETCsS CKOPPEKTHpOBaTh 03y mpenapata (cM. pasgen Crnoco6
NpUMEHeHUs U O03bl).

Ilayuenmor ¢ napywenuem @ynkyuu nevenu: Y TANKEHTOB ¢ XPOHHYECKUMH 3a00JI€BaHUSAMH
neYeHy (TenaTole/UIIONIAPHBIME, X0IECTATHIECKAMH, a TAKKe OHIIMAPHBIM [EPPO30M IE€YEHH) IIPU
IpueMe OJHOKpaTHOM m03bl nerupusuHa 10 wimm 20 Mr orMedaeTcs yBEIHYEHHE IIEpHOMA
nonyBbiBefieHMs Ha 50% u ymeHbmenue kimmpeHca Ha 40% IO CpaBHEHHIO CO 3I0POBBIMH
noGposonsiamu. KoppekTupoBka /103561 TpeOyeTcs TOJIBKO B CIydae COMYTCTBYIOLIEH MMOYEYHOM
HEJI0CTaTOYHOCTH.

Joknunuueckue oannvie no bezonacrHocmu

O630p JaHHBIX 10 OE30MacHOCTH W3 JOKIHHHYECKHX HCIBITAHHUH, INOJIY4YCHHBIX B XOI€
TpaauIIAOHHBIX HUCCIIENOBAHHUKA TOKCHYHOCTH A03bI, TI'CHOTOKCHYHOCTH, KaHIOCPOTCHHOT'O
MNOoTECHIHAaJIa U TOKCHYHOCTH B OTHOINCHUH peHPOI[yKTHBHOﬁ (bYHI(III/II/I, HE€ BBIIBHJI HHKAKHX
0COOBIX OmacHOCTEMH JJIA 9€JI0BEKaA.
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IOKA3AHUS K IPUMEHEHHUIO
[Ipenapat noka3aH K IPEMEHEHHIO B3POCIIBIM U JIETSM C 6 JIeT:

L4 I[J'DI oOneryeHuss Ha3aJbHBIX M TJA3HBIX CHMIITOMOB CE30HHOIO U KpyIrjoroga4Horo
AJUIEPTUYICCKOr0 pUHUTA (3}’,[[, YUXaHUEC, pUHOPE, CIIE30TCYCHUE, THIICPEMHUS KOHBIOHKTI/IBBI);

e Jlns o6neryeHus CUMIITOMOB XPOHHYECKOM HIHONATHIECKON KPATHBHHUIIBL

ITPOTUBOIIOKA3AHUS

e [loBbIneHHas YyBCTBHTENBHOCTh K KOMIIOHEHTaM IIpenapara, THAPOKCH3HHY WM JOOBIM
JApPYTUM IIPOM3BOAHBIM MTUIIEpa3HHA.

e Tspkenas moveyHasi HEAOCTATOYHOCTh (KIIUPEHC KpeaTHHHHA MeHee 10 Mi1/MHR).

e [letupu3uH B TaGJI€TKaX, MOKPHITHIX INIEHOYHON 000JI0YKOM, HE ClleyeT IPUHAMATh NalMeHTaM
C PEIKOH HACIIEJCTBEHHON HENMEPEHOCHMMOCTBIO T'ajlaKTO3bl, JIAKTA3HOW HEIOCTATOYHOCTHIO HITH
CHHJPOMOM MasibabCOPOIUH TITFOKO3BI-T'aIaKTO3EIL.

CIIOCOB IPUMEHEHMUS ! 10361
BHyTpb, HE3aBHCHMO OT MpHEMa MUIIH, 3a1MBasi CTAKAHOM BOJIBL.
Hemu om 6 00 12 nem: 5 mr nerupusuna (1/2 TabneTku) 2 pasa B CyTKH.

B ciyyae nedeHHMS CHMITOMOB CE30HHOTO PHHHMTA M KOHBIOHKTHBHTA, IPOJAOJDKUTETEHOCTh
IIPUMEHEHUS JI0/DKHA COCTABIIATE He Ooiee 4 Heleb.

Bspocnvie u oemu cmapuie 12 nem: o 10 mMr uerupusuna (1 Tabnerka) 1 pas B cyTKH.
Iostcunvie n1100u: KOPPEKTHPOBKA O3B! HE TpeOyeTCs MPH yCIOBHH HOPMATbHON (yHKITMH MOYEK.

Ilayuenmor ¢ noueunoii nedocmamouHocmwlo: NaHHBIE O COOTHOINEHHM 3(QeKTHBHOCTH /
0e30macHOCTH TNpMMEHEHWs IETHPH3HHA Yy [AlMEHTOB ¢ HAPYUICHHMSMH (YHKIHH II0YEK
OTCYTCTBYIOT. Tak Kak NETHPH3HH B OCHOBHOM BBIZEJISETCS 4Yepe3 IIOYKH (CM. paszien
Qapmakokunemuxa), B Cclydasx, KOTZa aibTEPHATHBHAS Tepalds HEBO3MOXHA, PEXHM
JIO3UPOBaHMs JOJDKEH IMOAOMPAThCS WHIMBHAYAJIHHO B 3aBHCHMOCTH OT COCTOSIHHSI HOYEYHOMH
¢ynxumn. Koppekius Q03I IPOBOAHTCS B COOTBETCTBHH C YKA3aHMSMH IIPHBEICHHOM HIMIKE
Tabmunbl. [ MCHoIb30BaHKs JaHHON Ta6IUIBI HEOOXOIUMO OLIEHHUTH xmpenc kpeatuauHa (KK)
y manuenTa B Mi/MuH. KK (MJI/MHH) MOXKHO paccYnTaTh, HCXO/S M3 YCTAHOBIEHHON KOHIIEHTPAIHH
CBIBOPOTOYHOI'O KpeaTHHHHA (MI/AJ), 1o clieytomeit Gpopmye:

KK = [140 —6o3pacm (6 200ax)]x macca (k)

= (x0,85 ons orcenuyun)
72 x coi60pomounbviii kpeamurut (m2/ on)

Koppexknus 10351 y MAMEHTOB ¢ HAPYIICHUSIMH (QYHKIUH TIOYEK:
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['pynmna KiupeHc kpeaTHHUHA (MJI/MUH) I';lo3a ¥ 4acToTa IprueMa
HopmanbHas > 80 10 mr 1 pas/cyT
Jlerkas 50-179 10 mr 1 pas/cyT
Cpenusis 30 —49 Swmr 1 paz/cyr

|
Tsoxenast <30 S Mr OJuH pa3 B 2 AHSA
TepMuHaIBHAS CTAIHS TOYEYHOM <10 [IpoTuBONOKA3aHO
HEI0CTaTOYHOCTH — MMAI[HECHTBI,
KOTOPBIM IIPOBOAUTCS FEMOIHAITA3

IHleouampuueckaa 2pynna nayuenmos, cmpadaiouwiux RoYe4HOU HedocmamouHocmvio: J{03y
CIIeIyeT KOPPEKTUPOBATh HHAMBUAYATHHO C YYETOM MOYEYHOTO KJIMPEHCa, BO3pacTa M Macchl Teja
MalUeHTa.

Hauueumbt C NEeYEeHO4HOoU HedocmamouHocmbvio: Y IMIAIUEHTOB C OJHOW TOJILKO IMEYECHOYHOMH
HEIOCTAaTOYHOCTBIO KOPPEKIHUS O3Bl HE TpCGYﬁTCSI.

Iayuenmol ¢ noueunoii u neweHOUHOU He)OCHMAamMoYHOCmblo: PeKOMEHTyeTCs CKOPPEKTHPOBATh
no3y (cM. Bele paszen Ilayuenmsl ¢ noYeuHol HeOOCMAMOYHOCMbIO).

Ecnu Byl 3a0b11u npuname 300ak:

He npunumaiime 060iinyio 003y, 4noosl 60CHOIHUMb RPORYWEHHYIO 003!

B cnyuae nponycka npuema npenapama, HO8yI0 003y cliedyem HPUHAMb HPU HEPEOIl Jice
803MONCHOCMU, HO C1E0YIOUYI0 003Y NPUHUMAIOM He PaHee YeM 4epe3 24 uaca.

IMMOBOYHOE JIEMCTBHUE

Knuanueckue uccnenoBanus

0630p

Kivanyeckue HccIeoBaHHS IOKa3aly, YTO IETHPH3MH B DPEKOMEHIYEMOM J103¢ OKa3hIBAeT
He3HaYuTeNbHOe 106ouHoe neficTue Ha LTHC, mposBisiromieecs: B BUle COHJIMBOCTH, YCTaIOCTH,
TOJIOBOKPYXKEHHH M TOJIOBHOM O0iM. B HEKOTOpBIX ciydasx, coOOIIanocs O MapagoKcalbHOM
B030yxnernn [THC.

HCCMOTpH Ha TO, 9YTO LCTHPHU3HUH SABJLICTCSI CCIICKTHBHBIM AHTarOHUCTOM HCpI/I(I)epH‘-ICCKI/IX HI-
PEOenTOPOB U HE o6na,naeT aHTonnnHepmqecxoﬁ AKTUBHOCTBIO, cooOmanock 00 €IUHUYHBIX
ClIydasax pr,IIHOCTeﬁ B MOYCHUCITYCKaHHH, HAPYIICHUH aKKOMOJAIUHA U CYXOCTH BO PTY.

Coobmaiocsk o ciryyasx HapyIIeHUS NeYeHOYHON (YHKIHH C MOBBINEHHBIM YPOBHEM MEYEHOIHBIX
(bepMeHTOB, CONMPOBOXIaeMOi MOBHINIEHHBIM YpOBHeM OunupyOuHa. B GosbImMHCTBE CiiydaeB
JaHHBIE ITPOSBIICHHS [IPONAJAIOT ITOCTIE MIPEKPALIEHUS Kypca JICUeHHUS IETUPH3HHOM.
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Iob6oynvie peakyuu

B pesynbTare JBOMHOTO CJIENOTO KOHTPOJMPYEMOTO KIMHHYECKOTo HccienoBanus Ha 3200
100poBOJIBIAX, B KOTOPOM CPaBHUBAIUCH LETUPH3UH C IUIAEO0 M JAPYIHMH aHTUTHCTAMAHHBIMH
npenapataMi B pPEKOMEHAOBaHHBIX Jo3ax (10 Mr meTHpusWHa B JI€Hb), CIEIYIOIIHE
HeXeJlaTeJIbHbIE SIBJICHUS OBUIH 3aperncTprUpoBaHbl ¢ yacToToi 1,0% u Gonee:

Hernpuszun 10 mr (n= 3260):

VYromnsemocts 1.63 %, 'onoBokpysxerue 1.10 %, 'onosHast 601b 7.42 %, Bonb B xuBote 0.98 %,
Cyxoctb Bo pty 2.09 %, Tommota 1.07 %, CormuBocts 9.63 %, @apunrut 1.29 %

ILtanedo (n = 3061):

Yromsemocts 0.95 %, I'onorokpyxenue 0.98 %, 'onoras 6o1s 8.07 %, Bons B xuBote 1.08 %,
Cyxocts Bo pry 0.82 %, Tommora 1.14 %, CommuBocts 5.00 %, ®apunrut 1.34 %

HecmMoTps Ha TO, YTO COHJIMBOCTH BCTpEYaAach CTATHCTHIECKH Yallle IIPH IIPHEME IETHPU3MHA, YEM
B rpymnine miane6o, B G0JBIIMHCTBE CTyYaeB €e CTENeHb PacleHMBAIACh OT JIETKOU 0 YMEPEHHOM.
OObeKTUBHBIE HCCIIEIOBAaHHS HA 3J0POBBIX MOJIOABIX JOOpOBOJIBIIAX IOKA3alH, 4YTO
PEKOMEHIyeMas CyTOYHas [03a LETHPU3WHA HE OKa3blBA€T BJIHMSHHS Ha ITOBCEIHEBHYIO
JeATeNIbHOCTb.

[ToGo4HBIe peakMy Ha Ipenapar y JeTeil B Bo3pacte oT 6 MecsueB 10 12 JieT, NPUHSIBIINX y4acTHE
B I1AL€00-KOHTPOIMPYEMBIX KIIMHHYECKUX HCTIBITAHHUSX, YACTOTa KOTOPEIX 1% u Gonee:

[lernpusun (n=1656):

Hwuapes 1.0 %, ConmuBocts 1.8 %, Punur 1.4 %, YroMiasemocts 1.0 %

ILnane6o (n =1294):

Huapes 0.6 %, Cornmuocts 1.4 %, Punur 1.1 %, Yromusemocts 0.3 %

ITocTMapKEeTHHOBBIHI OIIBIT:

B nononnenne x mo60YHBIM peakiusM, 3aperHCTPUPOBAHHBIM B X0JI€ KIMHUYECKHMX HUCCIIEI0BAHUIH
U MEPEYHCIEHHBIM BBIIIE, CIEAYIOIHE MOOOYHBIE PEeaKIHWH Ha JIEKapCTBEHHBIM Mpernapar ObLI
3aperUCTPUPOBAHBI B IOCTMAPKETUHIOBOM OIIBITE MPHMEHEHUS neTHpu3uHa. [1o6ounble 3 dheKTsI,
HaOoaeMble IPH €ro IPUMEHEHHH, KIaCCH()HIMPOBAHEI HA KATETOPHHM B 3aBHCHMOCTH OT
9acTOThI KX BO3HUKHOBEHHSI.

Heuacmo (mozym eosnuxame menee wem y 1 uenogexa uz 100): Bo36yxkaeHue, mapectesus, 3y,
ChIllb, aCTE€HHSI, HEZIOMOTaHHUE, AHAPES]. '

Peoxo (mozym eosnuxame menee yem y 1 yenosexa uz 1000): runepIyBCTBUTETLHOCTD, arPECCHS,
CIlyTaHHOCTh CO3HAHMs, JEIpPECCHs, TaJUNIONUHALWYN, OECCOHHHMIA, CYIOPOTH, TaXHKapIus,
U3MEHEHHE TOoKasaTenedl (YHKIMHM Te4eHH (MOBBIIIEHHE YPOBHS TpaHCAMHMHA3, MIEJIOYHOM
docdarazsl, I'TT u OGunupyOuna), KpanuBHHI@E, OTEK, yBeIMYeHHE Beca (IIOC/IE MPEKPAIEHHs
IpUeMa [ETUPU3UHA COOOIIATIOCH O TOSBIICHHH 3y/1a W/WJIA KPATHBHHILGI).

Ouenv peoko (mozym eosHukamb menee uem y 1 uenosexka uz 10000): TpOMOOIUTONEHHUS,
aHaMIAKTUYECKUH IIOK, THKW, HApyIIEHHs BKyca, 0OMOPOK, TPEMOp, MMCTOHHS, AUCKHHE3HS,
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HapyIIeHHs aKKOMOJIAI[MH, OKYJIOTUPHBIA KPH3, HEUYETKOCTh 3PEHHMS, aHTHOHCBPOTHYCCKUH OTEK,
CTOMKasl JIeKapCTBEHHAsl SpUTEMA, U3y PHUs, SHYPE3.

Yacmoma neuzsecmua (Ucxo0s U3 UMeIOuUxcs OAHHBIX, YaCMOmY GO3HUKHOBEHUS Onpedeiund
HeB03MOJICHO). YBEJMYCHHE allleTUTa, CYUIMJAIbHBIE MBICIH, HOYHBIC KOIIMapbl, AMHE3Hs,
HapyllIeHHe MaMSITH, TOJOBOKPYXXEHHE, 3a/iepXKKa MOYEHCITyCKaHHUs, OCTPhIA IeHepaTn30BaHHbIH
9K3aHTEMATO3HBIN IIyCTYJI€3, apTPaJITHUsl.

Coobuierue 0 npednonazaemsix HexicenamenbHblX peaKyuax

Ecnu y Bac BO3HHKAIOT KaKHe-IHOO HeXeNaTelbHbIe PeaKIUy, MPOKOHCYIBTHPYHTECh C BPadoM.
JlaHHas peKOMEHIAIMS PaCIPOCTPAHSETCs Ha JTF00bIe BO3MOXKHBIE HEXKENATeIbHbIE PEaKIuH, B TOM
YyCciIe Ha He IEPEYHCIICHHBIE B JINCTKe-BKIIabIIIe. B Takke MOXeTe COOOIIUTE O HeXKeTaTeIbHbIX
peaknusax B HHGOpMaUMOHHYIO 0a3ly JaHHBIX IO HEXeTaTeNbHBIM peakiusM (IeHCTBHAM) Ha
JIEKapCTBEHHBIE IpenapaThl, BKIOYAs COOOMmEHHS O HedPPEKTHUBHOCTH JIEKApCTBEHHBIX
npenapaToB. Coobmiast 0 HexenaTeIbHbIX PeaklUIX, BBl IOMOTAeTe MOJIYYHTh OOJIbIIe CBEACHHH O
0e30macHOCTH Mpemnapara.

INEPEJO3UPOBKA

Cumnmomer: CHMITOMBI, HaOIOJAIOUIMECS TPH MEPEIO3UPOBKE METHPU3MHOM, B OCHOBHOM
cBa3anbl ¢ gedictBueM Ha [[HC u aHTHXONMMHEprAYeckMM IeicTBHEM. BO3MOXHBI CITyTaHHOCTH
CO3HaAHMs, IUapes, TOJIOBOKPYXKEHHUE, YCTaJOCTh, TOJIOBHas 00Jib, HEJIOMOTaHHE, pacIIHpeHUe
3pavkoB, 3yJl, O€CIIOKOHCTBO, ceqaTHBHBINA 3¢ (EKT, COHITHBOCTD, 3aTOPMOKEHHOCTh, TAXUKAPIUI,
TPEMOD H 3aJepXKKa MOYECHCIyCKaHHUS (Jalle BCEr0 NpH INpHEME MATHKPATHOW ITHEBHOH IO3BI
LETUPU3HHA).

Jleuenue: CrienuuyuecKiii aHTUIOT HE BBISABICH. PEKOMEHI0BAaHO MPOBOAUTH CHMIITOMATHYECKYIO
WM TIOJIEPKUBAOINYIO Tepanuio. ['eMonuanu3 Headdexrusen. [IpoBoaaT mpoMbIBaHHE XKETyaKa,
Ha3HA4alOT aKTUBUPOBAHHBIN yIOJIb, IPU YCIOBUH, YTO NMEPEAO3UPOBKA CITYIHIIACh HEJJABHO.

B3AMMO/IEMCTBHUE C JIPYTUMH JJEKAPCTBEHHBIMH CPEJICTBAMHA

OnHOBpeMEHHOE NPUMEHEHHE A3WTPOMHIMHA, UMETHANHA, SPUTPOMHUIIMHA, KETOKOHA30JIa HJIH
nceBao3deIpuHa HEe OKa3bIBAeT BO3/ACHCTBHS Ha (DapMaKOJOTHYECKHE MapaMeTphl IETHPU3HMHA.
dapmakoMHAMUYECKHE B3aMMOJICHCTBHS He Habmomamuch. COrjlacHO HCCIENOBAHUAM in Vilro
LETUPU3UH HE BIIMAET HA CBA3bIBaHUE BapdapuHa ¢ OeKaMH.

ComyrcTBylomee NpUMEHEHHE C  a3UTPOMHIIMHOM, 3PUTPOMHIMHOM,  KETOKOHA30JIOM,
TeOQHMUIMHOM H TICeBIO3(epHHOM HE TIO0Ka3al0 CYNMIECTBEHHBIX HM3MEHEHHM KIMHMYECKHX
1ab0paTOPHBIX TAPAMETPOB, KH3HEHHBIX PyHKIMH U mapameTpoB DK,

B wuccnenoBanuu comyTtcTByIomero mpumeHeHus TeodwimHa (400 Mr/CyTKH) M LETHPH3MHA
(20 Mr/cyTKHn) HaOMIOMAIOCH HE3HAYHUTEIBHOE, CTATHCTHIECKH 3HAYMMOE yBETHYCHHE 24-4acOBOTO
AUC na 19% nns nerupusuna u Ha 11% ans teodununa, a Takke NOBHINEHHE MaKCUMaJIBHOTO
YPOBHS B TU1a3Me KpoBH Ha 7,7% u 6,4% 1uis neTupu3nHa U Teo(UIMHa, COOTBETCTBEHHO. B TO ke
BpeMs Ha OHE IPUMEHEHHs ETHPH3HHA Y MAIMEHTOB, MOJTyYaBIIAX paHee JIEYCHHE TeO(HINHOM,
KJIMPEHC LEeTHpPH3WHA yMeHbImiIcs Ha -16%, Teodpmmuna Ha -10%. OpHako mpealecTByrOIIee
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JIeYEHHE IETHPU3UHOM OKa3bIBAJI0 HE3HAYUTEIbHOE BIUSHHE Ha (HapMaKoJIOTMYECKHEe MapaMeTphl
TeopUIUHA.

Crenenp abcopOnumM IETHpPU3HHA HE 3aBUCHUT OT NpHEMa IHUINKM, B TO BpeMs Kak CKOPOCTh
abcopbruu 3ameyisiercs Ha 1 yac.

VY 4yBCTBUTENIbHBIX MAIIMEHTOB COBMECTHOE NMPUMEHEHHUE IETUPH3UHA C AJKOTOJIEM MM JPyTUMH
BemecTBamMu, yrHetaromuMu ¢yakmuu [[HC, Moxer mpuBeCTH K JONOTHUTEIHHOMY CHH)KEHHIO
BHUMAaHUSA U PabOTOCIOCOOHOCTH, XOTSA IOC/Ie NMpHeMa OJHOKPATHOH a03bl neTHpuzuHa 10 Mr
nevicteue ankoroinisi (0,8%o0 B KpOBH) CYIIECTBEHHO HE YCHJIMBAIOCh; B XOJ€ OAHOro u3 16
NICUXOMETPUYECKUX TECTOB OBUIO MOATBEPXKIEHO CTAaTHCTUYECKH 3HAYMMOE B3aMMOJEHCTBHE C
QMa3enaMmoM B JI03€ 5 MT.

ComyTtcTBytomuii npuem netupusnnaa 10 Mr B CyTKH ¢ TIMIA3UIOM IIPUBOIMII K HE3HAUMTEITBHOMY
CHHDKEHHIO YPOBHSI TJIIOKO3bl B KpoBH. JlaHHOE [eiicTBHE HE TMpeACTaBiIsSeT KIMHUYECKON
3HaYMMOCTH. HecMOTps Ha 9TO peKOMEH/J0BaH pa3leNbHbINA IPUEeM, TITHIH3H]] YTPOM, a IETHPU3HH
BEYEPOM.

B xone uccneoBaHus IPUMEHEHUS! MHOTOKPATHBIX 103 puToHaBupa (600 Mr Ba pa3a B CyTKH) U
nerupusrna (10 Mr B cyTKH), KCIIO3MIMS IETHPU3HHA MOBBIIATACH TIPpHMePHO Ha 40%, B TO BpeMst
KaK OKCIIO3WIMS PHUTOHABUpPAa IIPU OJHOBPEMEHHOM IpHEME . IETHPU3UHA H3MEHSIACh
He3HayuTeNbHO (-11%).

MEPBI ITPEJOCTOPO)KHOCTH

IIpu nprieme B TepaneBTHYECKHUX J03aX HE HAOMIOAAIOCH KIIMHUYECKH 3HAYUMBIX B3aUMOIEHCTBHM
¢ aznkoroJjieM (mpu ypoBHe ankorois B kpoBu 0,5 r/m). Tem He MeHee clieyeT ¢ OCTOPOKHOCTBIO
IIPUHUAMATH JIEKapCTBEHHBIN MpenapaT COBMECTHO C JIKOTOJIEM.

P CKOMCHAYCTCA cobmonaTh OCTOPOXXHOCTh INpPH  HA3HAYCHHHU  Ip€mapara MalHCHTaM,
OpeaApacnoJIOKCHHBIM K 3aICpKKE MOYCHCITYCKaHHS (HanpnMep MaIMUCHTBI C IOPAXCHUEM
CIIMHHOI'O MO3ra HJIx mneprmasueﬁ HpeJlCTaTeJILHOﬁ )KCJICSI)I), BBUY TOI'O, 4YTO HETUPU3HH MOXKET
YBEIIMYHUBATh PUCK 3aACPKKHA MOYCHCITY CKAHHUS.

Pexomenayercs cobmogaTte OCTOPOXKHOCTh MPH HA3HAYEHHH IMpenapara GOJBHBIM SIUIIENCHEH M
NAlMEHTaM ¢ PUCKOM Pa3BHUTHUS CyI0OPOT.

KoxHple TecThl Ha aUIEprHYecKHe peakUWd HHIHOMPYIOTCS MpPH NPHEME AHTHIHCTAMMHOB,
II03TOMY II€pE] IPOBEICHHEM TECTHPOBAHHS HEOOXOIMM TTEepHO B 3 JHs O€3 ImpreMa mpenapara.

[TanenTaM ¢ peIKMMH HACIEACTBEHHBIMH IPOOJEMaMH, CBS3aHHBIMH C HENEPEHOCHMOCTBIO
raJIlakTO3bl, IPH HEJOCTaTOYHOCTH JIaKTa3sl Lapp mim MambaOcOopOLMH TITFOK030-TAlaKTO3bl, HE
ClIelyeT MIPUHUMATH IIETUPU3UH B TabJIeTKaX, MOKPHITHIX MIEHOYHOM 000JI0YKOM.

3yII B KpallMBHHUIIA MOT'YT IOABHUTHCA ITPH IIPEKPAIICHHUH JICYCHHUSA LICTHUPUZHUHOM, HAXE €CIA 3TH
CHMIITOMBI HE€ INPUCYTCTBOBAJIM OO0 Haydalla JICYCHHI. B HEKOTOPBIX ClIy4dasaX, MPOSABICHHE 3THX
CUMIITOMOB MOXET OBITh MHTEHCHBHBIM H MOXET l'IOTpe6OBaTbCSI BO300HOBJICHHE JICUCHHA.
CuMIITOMBI AOJDKHBI ACYEC3HYTH I10CIIE BO300HOBJIEHUS JICUCHHUS.
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[IpumeHeHHEe Ta0JIETOK, MOKPHITHIX IJICHOUYHOM 000JIOUKOH, HE PEKOMEH/IYETCS JICTSIM B BO3pacTe
no 6 Jjer, Tak Kak mgaHHas (opma BBITyCKa HE MO3BOJSET COOTBETCTBYIOIIMM 00pa3soM
KOPPEKTHPOBATH 103y .

®EPTUJIBHOCTDH, BEPEMEHHOCTD U JIAKTAIIUA

[IpocniekTHBHO coOupaemble NaHHBIE JJIs LIETUPU3UHA MO MCXO0/aM OEpEMEHHOCTH HE yKa3bIBaIOT
Ha MOTEHIMAIBHOE MOBBIIIEHNHE TOKCHYHOCTH UL MaT€pH WM IUI0Aa/3MOpHOHA BBIIME (POHOBBIX
3HAUECHUI.

Hccnenosanus Ha )KMBOTHBIX HE BBIIBHIIM IMPSAMBIX HIIH KOCBEHHBIX HEONAroNpHATHBIX 3¢ dhexToB
Ha OepeMEeHHOCThb, 3MOpHOHANBbHOE/(eTaTbHOE pa3BHUTHE, POJOBOM aKT HWIIM IIOCTHATAILHOE
pa3BHTHE.

BepeMeHHBIM JKEHIMMHAM PEKOMEHIyeTCs NPHHHMATh IpernapaT C OCTOPOKHOCTBIO MOJ
Ha0II0ICHHEM Bpada.

Jlaxkmayus

[leTMpH3HH IPOHHUKAET B IPyIHOE MOJIOKO U JOCTHIAeT KOHIEHTpauH oT 25% 10 90% B mnasme, B
3aBUCHMOCTH OT BPEMEHH B3ATHs oOpasma Imocie NpHMeHeHHs. BcnenctBue 3TOro, cieayer
COOJIIOIaTh OCTOPOXKHOCTD NIPH HUCIIOIB30BAHAH LIETHPH3UHA BO BPEMS IPYIHOTO BCKAPMJIHBAHHSL.

DepmunvHocme

JlaHHbIE O BIMSAHWMHM IETHPU3HHA Ha (EPTHILHOCTH YeJOBEKA OTPAHHMYEHBI, PH 3TOM HE OBLIO
BBIBJICHO CITy4YaeB, BIMAIONIMX HA 0€3011aCHOCTh JIEKapCTBEHHOTO Iperapara.

HccnenoBanns Ha )KMBOTHBIX HE BBISIBHUIH BJIMSHES HA PENPOAYKTHBHYIO (DYHKIIMIO YeJIOBEKa.

BJIMAAHUE HA CIIOCOBHOCTbD YIIPABJISITh TPAHCIIOPTHBIMHU CPEJICTBAMU
U PABOTATH C MEXAHU3MAMHU

IIpn 0OBEKTUBHOM OllEHKE CIIOCOOHOCTH K YIIPAaBIECHHIO TPAHCIIOPTHBIME CPEICTBAMH H paboTe ¢
ONACHBIMH MEXaHHW3MaMH He OBLIO BBIABIEHO KaKHX-THOO HeXeNaTebHbIX SBICHHH MPH MPHEME
npernapara B pekoMenayemoii n1ose (10 mr). [TanueHTamM ¢ BBHICOKOM ABHraTeIbHOM aKTHBHOCTBIO,
3aHMMAIOLIMMCSl  MMOTEHIHAIBHO ONACHBIMM BHAAMH JESTENIHOCTH, WIH paboTalomuM ¢
00opy/loBaHHEM, HE CIIeIyeT NPEeBBINATh PEKOMEHAYEMYIO CYTOYHYIO 103y. TakkM mamueHTam
CIIefyeT NPUHUMAaTh BO BHUMAHHE PEAKIMIO OpPraHM3Ma Ha IIPHEM JIEKapCTBEHHOrO Iperapara.
OnHOBpeMeHHOE NPHMEHEHHE LETHPU3HHA C AIKOrOJeM WM JPYTHMH  BEIIECTBAMH,
yraetaomumu Gpyaximuu [ITHC, MoxxeT NpUBECTH K AOMOIHATELHOMY CHIYKEHHIO BHUMAHUSL.

YIIAKOBKA

o 10 TabneTok, MOKpPBITHIX MIIEHOYHOU 060040, B PVC/PVDC/AL 6muctep. OnuH MM TpH
OiMcTepa MOMEIEHE! B KAPTOHHYIO MAYKy BMECTE C HHCTPYKIHEH 110 MPHMEHEHHIO.

YCJIOBUSI XPAHEHUSA

He tpebyeT cnenuanbHbIX yCIIOBU# XpaHeHus. XpaHUTh B HEJOCTYITHOM JUIs J€Tel MecTe!
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CPOKT'OAHOCTH

3 rozma. He ucnonb30BaTh M0 HCTEYEHUH CPOKA T'OJHOCTH, YKa3aHHOTO HA YIIaKOBKE.
YCJIOBUS OTITYCKA U3 AIITEK

be3 penenra.

Jlep:kaTe/ib perHcTPALHOHHOIO YA0CTOBEPEHHS
000 «Omnemna Xenckeay

125009, Poccus, Mocksa, yi1. TBepckas, 22

IIponsBoguTenn

3EHTHUBA Kk.c., Yemckas Pecry6iinka
¥ kabenosus! 130, 10237

IIpara 10, [Jomau Mexoyms

Ilperensun  notpeGurenelt u WHYOPMALMIO O HEXENATENBHBIX  ABIEHHAX 1 I'py3un,
Asepbaiixana, Apmenun, Keipreiscrana, Morronuu, Y36ekucrana, Benapycu, TypkMeHncTaHa,
TamxukucTana crexyeT HampaBiIATh [0 aIpecy:

000 "MEJIMIIAJI", Poccuiickas @enepauust 105082, Mocksa, yn. ®punpuxa Drrensca, .75,
ctp.21, atax 4, oduc 403b, Tein. +7 800 333 93 98; www.medipal.ru

IIpencrasurensctea OO0 «MEIUIIAJI Dkenopr» B Pecny6muike Bemapycs: 220035, r. MuHCK,
yimua Penuna, 4-465, Ten: +37 517 377 18 08;

IIpencrasurenscTeo OO0 "MEIUITAJI Dxcniopt" B Pecny6imke Y36ekucran: 100015,

r. TamkenT, yn. Oiibeka, 1. 24, Tex: +99 878 122 06 08.
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