COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 24.09.2025 N= 23974

(NOCNEQCBATENEHOCTES 0000)

OBILIAA XAPAKTEPUCTHUKA JIEKAPCTBEHHOTI'O ITPEITAPATA

1. HAMMEHOBAHUME JIEKAPCTBEHHOI'O IIPEITAPATA

Tuzannaug, 2 mr, TaOJIETKH.

Tuzanaugun, 4 Mr, TaOICTKU.

2. KAUECTBEHHBIN 1 KOJIMYECTBEHHBII COCTAB

JelicTByroniee BEMIECTBO: TH3AHUIMH.

Tuzannaug, 2 Mr, TaOJIETKA

Ka)l(l[aﬂ TalJieTKa COACPIKUT TU3aHUAWHA TUAPOXITIOPU/I, SKBUBAJIEHTHBIN 2 MT THU3aHUAWHA.

Tuzaunnug, 4 Mr, TabJIETKH

Ka)l(l[aﬂ TabJleTKa COACPIKUT TU3aHUAWHA TUAPOXITIOPU/, SKBUBAJIEHTHLIN 4 MT THU3aHUAWHA.

BcenomoratenbHble BelecTBa, HaJWYHE KOTOPBIX HAJO YYUTHIBATH B COCTaBE JIEKAPCTBEHHOT'O
npenapara: JJakTo3bl MOHOTHIpAT (CM. pasnensl 4.3, 4.4).

ITomubrit MNEPCUCHDb BCIIOMOTI'aTCIIbHBIX BCIICCTB IIPHUBCACH B Pa3aciic 6.1.

3. JEKAPCTBEHHAS ®OPMA

TaOmeTku.

TI/I3aHI/IIII/IH, 2 MTI, Ta0JIETKH

Kpyrible mockonnmuHapuyeckrne TablIeTKH 0e1oro uik 0eoro ¢ KenToBaThIM OTTEHKOM IBETA C
pHcKoi 1 hackoil.

Tusaunaug, 4 mMr, TaOJIETKH

Kpyrible niaockonuinHapruueckue TabiaeTku 0es1oro win 6esoro ¢ KeaToBaThIM OTTEHKOM IIBETa €
KpecTooOpa3HOM pUCKOM U (pacKou.

4. KIMHUYECKHUE JAHHBIE

4.1. IToka3aHusl K NPUMEHEHHIO

Tu3aHUIMH TOKa3aH K NPUMEHEHUIO0 y B3POCIBbIX MAlUMEHTOB cTapuie 18 mer nans JedeHus
CHEAYIOUIUX COCTOSTHUM:

bosie3HeHHbBIN MBINIEYHBINA ca3M:

® CBSI3aHHBII CO CTATHUECKUMH U (DYHKIIMOHAILHBIMHU 3a00JICBAHUSIMHU TO3BOHOYHHUKA (B TOM YHCIIC
Jopcajrus: 00Jb B IMIEHHOM U MOSICHUYHOM OT/IeIaX MO3BOHOYHHKA, UITHAIITHS);

® [I0CJIC XUPYPIrHUECKUX BMEIIATEIILCTB, HAIPUMED, TI0 TIOBOY IPBDKH MEKIIO3BOHKOBOTO JHCKA
WJIK 0CTE0apTPO3a Ta300eIPEHHOT0 CyCcTaBa.

CracTHYHOCTS CKEJIETHBIX MBIIII] TPA HEBPOJOTHMYECKUX 3a00JICBaHUSX :

¢ HanpuMmep, TIpH PpacCCIHHOM  CKIICPO3C, XpOHH‘iCCKOﬁ MHCJIONTAaTUH, JCTCHCPATHBHBIX
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CMEPTHOMY OTYETY

JIETCKOM LiepeOpaIbHOM mapaiuye (ManueHTsl crapuie 18 ier).
4.2. Pe:xuM 103UPOBAHUS M CIIOCO0 NMPUMEHEHUs

PexxuM o3upoBaHus

HpenapaT TI/I3aHI/I,Z[I/IH 06J'Ia,Z[aCT Y3KHUM TCPAICBTUUYCCKUM HMHIACKCOM U BBICOKOI BapI/Ia6eJ'IBHOCTBIO
KOHIOCHTpAlMU TU3aHUAWHA B INIa3MC KPOBU, ITIO3TOMY HGOGXOI[I/IM TIIATEIbHBIN HOI[60p JO3BbI.

J103y ¥ peXHUM JJO3MPOBAHUS CIICAYET MOIOUPATh WHAUBUYAIEHO B 3aBUCUMOCTH OT IMOTPEOHOCTEH
nanueHTa. [IpuMeHnenue npemaparta B Ha4aIbHOW /103€ 2 MT 3 pa3a B JICHb CHIDKAET PUCK Pa3BUTHUS
mo00YHBIX () (PEKTOB.

[Tpu Gone3HEHHOM MBIIIIEYHOM CIIa3Me mpenapaTt Tu3aHuIuH MPUMEHSIOT, KaK MPaBUJIO, B 103€ 2 MT
unu 4 Mr 3 pasza B CyTKH.

B Tsxennsix CJIydadx BO3MOXKHO JOINOJIHUTCIIbHOC IMPUMCHCHHC 2 Mr wiu 4 mr (HpCI[HO‘-ITI/ITeJIBHO
nepea CHOM Uit YMCHBIICHUW S pHUCKA pa3BUTUS COHJ'II/IBOCTI/I).

Ilpu cnacmuunocmu ckenemuvlx Muluy, O0OYCIOBNEHHOU HEBPONOSUHECKUMU 3A00Ne6AHUAMU,
HayajbHas CyTOYHas J03a He JO0JDKHA MPEBBINIATh 6 M, pa3/ielIeHHbIX Ha 3 mpuema. J[03y MOXKHO
MOBBIIIATH MOCTENEHHO, Ha 2—4 Mr, ¢ nHTepBajiaMu oT 3—4 no 7 nHei. Kak npaBuio, onTuMaabHbIN
TepaneBTHuecKuid 3 (eKT nocTuraeTcs npu CyToyHou no3e ot 12 1o 24 mr, pa3aeneHHoi Ha 3 win
4 npuema uepe3 paBHbIE IPOMEKYTKHU BpeMeHU. He creayer npeBbimath 103y 36 MI B CYTKHU.

Oco0ble I'PpYHIIBI MAlIMCHTOB

Tayuenmor nosicunoeo éospacma (65 nem u cmapwe)
OmnbeIT mpUMeHeHus npenapaTta TU3aHUIMH y TAIMEHTOB B BO3pacTe cTapiie 65 JieT orpaHuyeH.

PGKOMGHIIyeTCﬂ HAa4YUHATL TCpaluro C MUHHMAaJbHOM J03blI C IIOCTCIICHHBIM ITOBBIICHHUEM 10
AOCTHIKCHHA OIITUMAJIbHOI'O COOTHOIICHUA IICPEHOCUMOCTHU U 3(1)(1)6KTI/IBHOCTI/I TCpalunu.

layuenmul ¢ napywenuem ynKyuu novex

JleueHne MAMEHTOB C OYEYHOH HeocTaTouHOCThIO (Kiupenc kpearnHuHa (KK) menee 25 mi/mMuH)
pEeKOMEHIyeTCsl HauuHaTh ¢ 703kl 2 Mr 1 pa3 B neHb. [loBbileHHE [03bI MPOBOAST MallbIMH
«raramu» ¢ y4etom nepeHocumocty u 3¢ dexruBHoctu. [Ipn HEoOxoquMocTH nocTuxkeHus Ooee
BBIPAXXEHHOTO 3(PQeKTa PeKOMEHIyeTCs CHayalda yBEJIUYMUTh /103y, IpUMEHseMyto 1 pa3 B CYTKH,
IIOCJIE YEr0 YBEIMUYUBAIOT KPAaTHOCTh IPUMEHEHUS.

Iayuenmul ¢ napywenuem Qynkyuu nevenu

[Tpumenenue mnpenapara THU3aHUIMH y MAlMEHTOB C HapyIIEHHWEM (QYHKLIHU TEYCHH TSKEIOon
CTETeHU MTPOTUBOIIOKA3aHO.

Y manueHToB ¢ HapylieHHeM (YHKIMU TIEUeHU CpPeAHEH CTENeHH THKECTH MpermapaTr cleayeT
INPUMEHATE C OCTOPOXHOCTBIO;, PCKOMCHAOBAHO HAYWHATL TCpAIUIO C MHUHUMAaJILHOU JO3BI, C
MOCTETIEHHBIM TOBBIIIEHUEM 0 AOCTHKEHHSI ONTHMAIbHOTO COOTHOIIEHHUS TEePEHOCHUMOCTH H
s dekTUBHOCTH Tepanuu. PekoMeHaam o KOHTPOJIIO MoKas3aTenell QyHKINY MeYeHH yKa3aHbl B
paznene 4.4.

IIpepriBanue neyeHust

[Ipu mpekpalleHuu Tepanuu IpernaparoM TH3aHUIAMH C LENbI0 YMEHBIICHHS PHUCKA DPa3BUTHUSA
PHUKOIIETHON THNEPTEH3UU U TaXUKAPAMM CIETYEeT MEIJICHHO CHMXKATh /103y A0 MOJTHONW OTMEHBI
npernapara, B OCOOCGHHOCTH Yy TAallMEeHTOB, MOJYYalOIIMX BBICOKME 103l Ipernapara B TEYEHUE
JUTUTEIBHOTO BPEMEHH.
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IIpumenenne npenapata TuszaHuguH y JeTedl B Bo3pacTe A0 18 neT npoTHUBONOKa3aHO
(cm. paznen 4.3).

Cnoco0 mpuMeHeHus

[IpenapaT npuHUMAIOT BHYTPh. MOXKHO MPUHUMATH C €101 1in 6€3.
4.3. IlpoTuBoONOKa3aHUS

® TUIECPYYBCTBUTEIBHOCTh K TH3AHHJIUHY W/WIM K JIOOOMY W3 BCIIOMOTATEIbHBIX BEIIECTB,
IIEPEYUCIICHHBIX B pa3zene 6.1;

e HapylieHue QYHKIUU MEYCHU TSDKEION CTENCHH;

® OJHOBpPEMEHHOE NMPUMEHEHHE ¢ MOIIHBIMU MHTHONUTOpaMu n3opepmenta CYP1A2, takumu kak
(hyBOKCAaMUH WJTU ITUIIPO(DIIOKCAIINH;

® HE PEKOMEHJIOBAHO MAalMEHTaM C PEJKUMH HACJIEACTBEHHBIMU 3a00JIEBAaHUAMM, TAKMMH Kak
Ne(PUIUT JaKTa3bl, HEEPEHOCUMOCTh JIAKTO3bI, TJIIOKO30-TaJJakTO3Hasl MajlbaOCOpOLIMsI, TaK Kak
Ipernapar COACPIKUT JIAKTO3Y;

e JIeTCKHUiA Bo3pacT 10 18 jer.

4.4. OcoOble yKka3aHMsl M1 Mepbl NPeI0CTOPOKHOCTH NIPH NIPUMEHEHUH

IIpenapar cienyeT IPUMEHATH C OCTOPOXKHOCTBIO: IIPYM IPUMEHEHUU IIpenapara y IalueHTOB
crapiue 65 Jer, MaeHToB ¢ HapylmeHneM (PYHKIUHU TOYEK, MAlMEHTOB ¢ HApYIICHUSIMH (yHKIIUU
[IEYEHU CPEIHEU CTEIICHU TKECTH.

Heo6xoanmMo co0aroaaTh 0OCTOPOKHOCTH MPH OAHOBPEMEHHOM NPUMEHEHUH TipenapaTta TusaHuanHa
c mpemnapartamu, yanuHsomumu uatepBan QT Ha snekTpokapauorpamme (Hampumep, U3arpHi,
aMUTPUIITWINH, Q3UTPOMULIUH).

Oco0nie YKa3aHusia

['unoTeH3ust MOXKET BO3HUKATh Ha (POHE IPUMEHEHus npenapara TU3aHUIMH, a TAK)KE KaK pe3ynbTat
JIEKapCTBEHHOT'0 B3auMo/ieiicTBUs ¢ MHruoutopamu nuzopepmenta CYP1A2 u/uim runoTeH3uBHBIMUA
npernapaTamH.

BeipaskeHHOE CHIKEHHE apTepuanbHoro naieHus (AJl) MOXeT MPUBOAUTH K MOTEPE CO3HAHUS U
HUPKYJISITOPHOMY KOJIJIATCY.

Coobmanoch 0 ciaydasx HapylleHUH (YHKIUU MEYEHH, CBI3aHHBIX C TH3aHUIMHOM, OJHAKO IPH
MPUMEHEHUH CYTOYHOM 103bl 70 12 Mr 3TH ciay4aun OTMedaluch peako. B cBsa3u ¢ 3tum
pPEKOMEHAyeTCs KOHTPOJIUPOBaTh (DYHKIIMOHAJIbHBIE «TI€UeHOUYHBbIE TPOOB» 1 pa3 B Mecsll B IIEpBbIe
4 Mecsiia 1e4eHNs Y TAIl[MeHTOB, KOTOPBIE MMOIY4al0T TU3aHUIMH B CYTOYHOM J103€ 12 MT U BbIlIE, a
TaKXe B TeX CIy4asix, KOrJa HabI0JatoTcs KIMHUYECKUE PU3HAKH, T03BOJISIOLINE MTPEIOI0KHUTh
HapylieHne QyHKIHUY [TeYeHH, TaKUE KaK HEOObsICHIUMasl TOIIHOTA, AHOPEKCHSI, YyBCTBO YCTAJIOCTH.
B cnyuae, xorja akTMBHOCTH ajaHMHaMHHOTpaHcdepasbl (AJIT) u acmapraTamuHoTpaHchepassl
(ACT) B CBIBOPOTKE CTOMKO IPEBBIIIAET BEPXHIOIO IPAHUILY HOPMBI B 3 pa3a u Oosiee, IpUMEHEHUE
npenapaTta TU3aHUIUH ClleqyeT NPEeKPaTUTh.

BcnoMorarensHble BEIIECTBA

IIpemapat Tu3aHUOUH COJNEPKUT JAKTO3y. JlaHHBIM JIEKapCTBEHHBIM Ipenapar HE CIELyeT
MPUHUMATD MAlMEHTaM C PEIKO BCTpedarollencs HacaeCTBEHHON HENEePEeHOCUMOCTRIO TalaKTO3bl,
JaKTa3HON HEOCTATOYHOCTBIO WM TIIFOKO30-TJIAKTO3HON MaiibabcopOuuei.
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B3aNMOIeHCTBUA

[Ipn nmpumenenuu mnpemnapata Tuszanuaun ¢ uHrHOUTOpamu uzopepmenta CYP1A2 B0O3MOXKHO
MOBBILICHUE KOHLEHTpAllMM THU3aHWIMHA B Iula3Me€ KpoBU. B cBoOlo ouepenb, NOBBILIEHHE
KOHIEHTPAllMU THU3aHHUJMHA B IJIJa3M€ KPOBU MOXKET MPHUBOJAUTH K CHUMIITOMaM Iepel03UpPOBKU
IIpernapaToM, B TOM 4Mciie yJUIMHEHHI0 natepsaia QT(c).

OnHOBpeMEHHOE TpUMEHEHHEe mpemnapara TuszaHuwauH ¢ uHAyKTOpamMu uzodepmenta CYPIA2
MOET MPUBOAUTH K CHUKEHHUIO KOHLIEHTPALIMY TU3aHUIMHA B IIJIa3M€ KPOBH, YTO MOXKET IIPUBOIUTH
K YMEHBILIEHHUIO T€parneBTUYecKoro 3pdekra npenapara.

HDOTHBOHOK&B&HHBIC KOM6I/IHaHI/II/I C TU3AaHUIAWMHOM

OnmHOBpEeMEHHOE TPUMEHCHHE TH3aHHAWMHA C (IYBOKCAMHHOM WM [OHUOPO(IOKCAIIMHOM,
uHruouropamu nzopepmenta CYP1A2, nporuBonokasano.

[lpy mnpuMeHeHHMM THU3aHUAMHA C (QIYBOKCAMUHOM WM IHUIPOQIIOKCAITHOM OTMEYaeTCs
cooTBeTcTBEHHO 33-kpatHoe u 10-kpatHoe yBenuueHue AUC TuzanuauHa. Pesynbrarom
OJJTHOBPEMEHHOI'O TPHMEHEHUS MOXET OKa3aTbCs 3HAyMMas M JUIMTENIbHAs TUIOTEH3HS,
COIPOBOKIAIOMIASICSI COHJIMBOCTBIO, TOJIOBOKPYKEHHUEM, CHIDKEHHEM CKOPOCTH TICHXOMOTOPHBIX
peakuuii (B OTIENBHBIX CIIy4asiX BILIOTH O IUPKYIATOPHOTO KOJIJIAIICa U TIOTEPH CO3HAHMSA).

He pexoMennyeMble KOMOMHAIIMA C TU3aHUAWXHOM

He pexomenayeTcsi MpUMEHATh TU3AHUIMH OJHOBPEMEHHO C IPYTUMH HHTHOUTOPaMHU H30(epMeHTa
CYP1A2 — aHTHapUTMHUYECKMMHU TIpenapatamMud (aMHOJApOH, MEKCUJIETHUH, MponadeHoH),
UMETHIMHOM, HEKOTOPHIMH (TOPXMHOJIIOHAMH (PHOKCAlMH, NedaokcanuH, HOPQIOKCAIHH),
podhexkokcnboM, epopaIbHBIMU KOHTPALIETITUBAMH, TUKIOMHINHOM.

KoMOuHanuu ¢ THU3aHHUAMHOM, TDC6VIOH_[I/IC CO6J'IIOI[€HI/I$I OCTOPOKHOCTHU

Heo6xoanmMo co0aroaaTh 0OCTOPOXKHOCTD MPH OAHOBPEMEHHOM NPUMEHEHUH IipenapaTta Tu3aHuanH
C npenapaTamy, yUIMHsSIOmUMH uHTepBan QT (Hampumep, ULuM3ampul, aMHUTPUIITHIMH,
a3UTPOMUILIUH).

I'MnoTeH3uBHBIEC TpenapaThl

O)IHOBpCMeHHOG NpUMCHCHUC IIpcrapara TI/ISaHI/IHI/IH C TMIIOTCH3MBHBIMHU IIp€IiapaTaMy, BKIrOYasd
JINYPETUKU, MHOTa MOKET BBI3BIBATh BhIpaskKeHHOE CHIKEeHUE Al (B OTAENBHBIX Clydasx BILIOTH 10
HUPKYJISITOPHOTO KOJUIANca U MOTEPH CO3HAHUS) B OpauKapauIio.

HpI/I pGSKOﬁ OTMCHC IIpeliapara TuzanuguH 1OCHE OOAHOBPEMCHHOTO IHPUMCHCHUA C
TMIIOTCH3WMBHBIMU IIp€rapaTaMyu OTMCHAJIOCh Pa3BUTHEC TaXUKApPJAUKU WU ITOBBINICHUC AI[, KOTOpPOC B
OTACJIbHBIX CIIydasaX MOXKET IIPUBCCTH K OCTPOMY HAPpYHICHUTIO MO3TOBOT'O KpOBOO6paH.IeHI/I$I.

Pudamnuiiun

OnHOBpEeMEHHBIH TpUeM TU3aHUAMHA U prudaMIuIHa TpUBOIUT K 50 % CHUKEHUIO KOHIEHTpaIUU
THU3aHU]MHA B IUIa3Me KpoBH. BceneacTBue 3TOro TepaneBTUYECKOE NEHCTBUE Ipernapara MOXKET
CHIDKATBCSA, YTO MOYKET MMETh KIMHUYECKYIO 3HAYMMOCTb JJII HEKOTOpBIX NanueHToB. CiemyeT
n30erarb JJIUTENIBHOTO OJHOBPEMEHHOIO MpHUMEHEHUs pudaMnuuuHa W TU3aHUIUHA, TpU
HEBO3MOXHOCTH PEKOMEH/IYETCs TIATEIbHBIN 10A00p 1035l TU3aHUIUHA (YBEIMUYCHHE).

Kypenwne Tabaka

CuctemHass OMOJOCTYMHOCTh THU3aHUAMHA Yy KypAlIMX nanueHtoB (6omee 10 curaper B JieHB)
cHIbkeHa npuMmepHo Ha 30 %. JlnuTenbHas Teparnus MpenapaToM y MalKdeHTOB JaHHOM KaTeropuu
MOKET MOTpedoBaTh 00sIee BEICOKMX /103 TU3AHUIMHA, YEM CPEHUE TeparneBTUYECKHE.
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AJIKOroJIp

Bo Bpems Tepanuu mpenaparom cieayeT u30eraTh MpruemMa alKkorojs, Tak Kak OH MOKET MOBBICUTh
BEPOATHOCTH Pa3BUTHS HEKENATEIbHBIX SIBICHUN (Hanpumep, cHuxkeHust A/l 1 3aTOPMOKEHHOCTH).
TuzaHuIuH MOXET YCWJIMBATh YrHETAlollee JCHCTBUE alIKOroJii Ha IEHTPAJIbHYI0O HEPBHYIO
CUCTEMY.

Jlpyrue nekapcTBEHHEIE CPEJCTBA

CenaTtuBHBIC, CHOTBOpPHBIE Mpemnaparsl (0eH30/1nasenuH, 0akaoden) u Apyrue npenaparsl, TaKue Kaxk
AHTUTHCTAaMHUHHBIE MTPETapaThl, MOT'YT TAK)KE YCHIIMBATh CEJATUBHBIN 3 (EKT TU3aHUHHA.

Cnenyer wu3beraTh ImpHema Mpenapara ¢ JpPyTMMHU aroHHCTaMu aibgaz-aipeHOPELenTOpPOB
(Hampumep, KIIOHUIUHOM ) BCJIEICTBUE TTOTEHIIMATBHOTO YCUIICHUS TUTTOTEH3UBHOTO d(hdekTa.

4.6. ®epTUIBLHOCTH, 0€PEMEHHOCTh U JIAKTALUS

bepemeHHOCTD

HOCKOHBKy KOHTPOJIUPYCMBIC UCCIICAOBAHUSA ITPUMCHCHUA THU3aHUAWHA Y 6€peMCHHHX KCHIIIMH HC
IMPOBOAWIIMCH, €T0 HC CICAYCT IPUMCHATD B IICPUO/ 6€p€MeHHOCTI/I, 34 UCKIIFOYCHUEM TECX CJIy4acB,
Korjga norTeHuraJaibHasd 110J1b34a IIPCBLIIIACT BO3MOXKHBIN PHUCK.

Bt mpoBeneHs! HCCIeI0BaHusl PENPOAYKTHBHON (YHKIIMHU Y KPBIC B /103X 3 MI/KT B CYTKH U Y
KPOJMKOB B J103ax 30 MI/KI' B CYTKH, KOTOpbI€ HE BBIIBMIIM TepaTOreHHOCTU. IIpu nmpumeHeHunu B
no3ax 10 m 30 MI/Kr B CyTKH y JKMBOTHBIX (KpBICBI) OTMEYEHO YBEIMYECHHE CpPOKa TI'eCTalluH,
3aperuCTPUPOBAHbI ClIyyad NpPEHATaJbHOM M IOCTHATAIbHON MOTEpU IUIONA, a TAKXKE 3aJepiKa
pazButusa mioaa. [Ipm npUMeHEHHH BbINIEYKAa3aHHBIX J03 Y CaMOK OTMEYaJIUCh BbIPAKCHHbBIC
IPU3HAKY MUOpENIaKCalMK U cefanuu. Vcxoast u3 miomagy MoBepXHOCTH Tela, YKa3aHHbIE JJ03bl
MPEBBIIIAIA MAaKCUMAJIbHYIO PEKOMEHAYEeMYIO 03y s denmoBeka (0,72 Mr/kr B CyTku) B 2,2 U
6,7 pas.

JlakTarms

B uccnenoBaHusix y *KMBOTHBIX TH3aHUIMH BBIAEISUICS B HEOOJIBIIMX KOJMYECTBAX C MOJOKOM
JAKTHpyOIUX caMoK. He cnenyer npuMeHsTs npenapaTr B IEPUOJ IPYJHOTO BCKAPMIIMBAHUSA, TaK
KaK HeT JaHHBIX O IPOHMKHOBEHUH TU3aHUAMHA B TPYIHOE MOJIOKO Y UEJIOBEKA.

DepTIbHOCTD

B wuccienoBaHusx y JKMBOTHBIX HE OTMEYAJOCh HEOJIArONpPUATHOTO BIMSHHUS Ha (EpTHIIBHOCTH
0c00ei My»CKOT0 U ’KEHCKOT0 10J1a IpY NPUMEHEHUH TU3aHUIMHA B 103€ 10 MI/KT B CyTKHU U 3 MI/KT
B CYTKH, COOTBETCTBEHHO. OTMeYanoch yMeHbIlIeHHE (PEPTUIBLHOCTH Yy 0CO0e MY)KCKOro moia,
MOJIyYaBIIUX TU3aHUAMH B J03€, npesbimaroiieil 30 MI/Kr B CyTKH, U 'y 0c00€l KEHCKOro oJia — B
no3e, npesbimatomieid 10 mr/kr cyrku. Mcxons U3 miomaaym MOBEpXHOCTH Tella, yKa3aHHbIE J103bI
MpEeBBIIIAIN MAaKCUMaJIbHYIO peKoMeHAyeMyto 103y ans denoBeka (0,72 Mr/kr B cyTku) B 2,2 u
6,7 pa3. Ilpy npuMeHeHHMH yKa3aHHBIX /103 y KpbIC OTMEYaJHCh MOBeAeHYecKHe 3(D(EeKTh U
KJIMHUYECKHE TMPU3HAKH, BKJIIOYAIOIIME BBIPAKEHHYIO CEJallii0, YMEHBIIEHME MacChl Tela HU
aTaKCHIO.

>KGHHH/IHI)I C ACTOPOAHBIM IMTOTCHIIMAJIOM (KOHTDaHeHHI/IS[ Y MY>KYMH N )KCHIIII/IH)

C.HCI[yeT I/IH(I)OpMI/IPOBaTL ManUCHTOK C COXpPAaHCHHBIM IMTOTCHIHUAJIOM O HeGJ’IaFOHpI/IHTHOM BIWAHHNU
nmpemapara Ha paSBI/IBaIOH_[HfICSI IJI0A, BBISIBJICHHOM B MCCJIICIOBAHUAX Y ) KUBOTHBIX.

Bo BpeMs npuMeHeHus mpenapara, a TakKe B T€UEHHE | CyTOK Iocie MpeKpalleHus IpueMa
npernapaTa MaueHTKaM C COXPAHEHHBIM PENpOAYKTUBHBIM MOTEHIIMAJIOM CJIEIYET MCHOJIb30BaTh
HA/IeKHBIE CIIOCOOBI KOHTpALENUu (IIpH MPaBUIBHOM U JJIUTEILHOM HCIOJIBb30BAaHUM KOTOPBIX
9acToTa HACTYIUICHNs] OepeMeHHOCTH cocTaBisieT < 1 %).
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Tect Ha OepeEMEHHOCTH

Ilepen HayasioM mnpuMeHEHUs mpenapara THU3aHUIUH Yy [ANMEHTOK C COXPaHEHHBIM
PEeNpOIyKTUBHBIM OTEHIIMAJIOM PEKOMEH/IOBAHO MOJIYYUTh Pe3yJIbTaT TecTa Ha OEpEMEHHOCTb.

4.7. BiusiHHe Ha CHOCOOHOCTH YNPAaBJATH TPAHCIOPTHBIMH CpeAcTBAMH W padorarh C
MeXaHM3MaMH

[TaruenTam, y KOTOpPBIX Ha (DOHE MPUMEHEHUS MpenapaTa 0TMEYAETCsl COHJTUBOCTb, TOJIOBOKPYKECHUE
WU KaKue-Tu00 MPU3HAKK apTepUaIbHON THIIOTEH3WH CIIEyeT PEKOMEHI0BAaTh BO3JEPKATHCS OT
BUJIOB JICSATEIBHOCTH, TPEOYIOIIUX BBICOKOW KOHIIEHTPAIIMM BHUMAaHHUS W OBICTPOW peakIuw,
HanpuMmep, YIPaBJICHUS TPAHCIIOPTHBIMU CPEJICTBAMU U MEXAaHU3MaMHU.

4.8. HesxesiaTeJibHbIE peaKIUU

Pesrome mpoduist 0e3onacHOCTH

[Ipu npueme ManbIX 103, peKOMEHAYEMBIX JUIsl KyIHPOBaHMsI O0JIE3HEHHOI'O MBIILIEYHOI'O CIa3Ma,
OTMEUYAJIUCh COHJIMBOCTH, IIOBBILICHHASA YTOMIISAEMOCTb, TIOJIOBOKPYXKEHHUE, CYXOCTb BO PTY,
cHbkeHne AJl, TomHOTa, >KENylIO0YHO-KUIIEUHbIE pACCTPOICTBA, TOBBIIIEHUE AaKTUBHOCTHU
[IeYEeHOYHBIX TpaHcaMuHa3. OOBIYHO BBIIICONMCAaHHbIE TOOOYHbIE PEAKIMU YMEPEHHO BBIPaKEHbI U
MIPEXOISALIN.

IIpu npueme Oonee BBICOKMX /103, PEKOMEHAYEMbIX JJI  JICYEHUS]  CHACTUYHOCTH,
BBILICTICPEUNCIICHHBIC HeXemaTelbHble peakiun (HP) Bo3HHKalOT Yaiie u 00Jiee BBIPaKESHBI, OJTHAKO
OHHU peaKo TpeOyroT OTMEHBI Ipenapara B cBs3u ¢ TskecTbto HP. Kpome Toro, Moryr Bo3HUKaTh
CIIeAYIOIINE SIBIICHHs: Opanukapausi, MbIlIeyHass cinabocTb, OECCOHHMIIA, HApYIICHHWS CHa,
raJUTFOLUHALMY, TETIaTUT.

Pe3roMe HexenaTenbHbBIX DEAKIINI

YacroTa moOOYHBIX peaklMii MPHUBEACHA B BHUJE CIEAYIOIIEH rpafanuu: ouvenv uwacmo (= 1/10);
yacmo (> 1/100, vHo < 1/10); nHewacmo (> 1/1000, Ho < 1/100); peoxo (> 1/10000, HO < 1/1000); 0uens
peoko (< 1/10000); wacmoma neuzéecmna (Ha OCHOBAHHUHM WMEIOIIUXCS JAHHBIX OIEHHUTH
HEBO3MOXHO).

Hapywenus co cmoponbl uMMyHHOU cucmembl

yacmoma Heuzeecmua:. PEAKIUU TUIICPUYYBCTBUTCIBHOCTHU, BKIIHOYAA aHa(bI/IJ'IaKTI/I‘IGCKI/IG pcaKkuuu,
aHFI/IOHeBpOTI/I‘IeCKI/Iﬁ OTCK U KpalluBHULY.

Icuxuueckue napywenus

uyacmo: OECCOHHMIIA, HAPYIIEHUS CHA;

yacmoma Heuzéecmua: TAUTIONWHALNY, CITyTaHHOCTh CO3HAHMSL.
Hapywenus co cmopoHul HepHoll cucmembl

OueHb 4acmo: COHINBOCTH, TOJIOBOKPYKEHHE.

Hapywenus co cmopoHul opeana 3perus

yacmoma Heuzéecmua: 3aTYMaHUBAHNE 3PCHHUS.

Hapywenus co cmoponul cepoya

Heuacmo: OpaguKapIus.

Hapywenus co cmopoHul cocy0os

yacmo:. CHHXKXCHHEC AJI (B OTACJIBHBIX CIIy4YasaX BBIPAXKCHHOC, BIIJIOTH JO HMUPKYJIATOPHOI'O KOJIJIarica
" IOTCpU C03HaHI/IH).
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Hapywenus co cmoponwl scenyodouno-kuuieuno2o mpakma

OYeHb Yacmo: KellyI0YHO-KUIIEYHBIE PACCTPOHCTBA, CYXOCTh BO PTY;
4acmo: TOIIHOTA.

Hapywenus co cmopoHul neyenu u sHcenuesbleo0auux nymet

yacmoma Heu38eCmHa: TENATUT, IIEYCHOYHAS! HEIOCTATOYHOCTb.
Hapywenus co cmopoHul Kodcu u NOOKOMHCHbIX MKaAHeU

yacmoma Heu38eCmMHA: KOXKHasl ChIllb, 3pUTEMa, KOXKHBIN 3y, ICPMaTHT.
Hapywenus co cmoponul mbluieunotl, KoOCMHOU U COeOUHUMENbHOU MKAHU
OYeHb YAcmo: MBIIIEYHas cl1ab0CTh.

Obwue napywenus u peakyuu 8 mecme 86e0eHUs

OYeHb Yacmo: TIOBBIIICHHAS YTOMIISIEMOCTb;

yacmoma Heuz8ecmHa: aCTCHHsI, CAHIIPOM OTMEHBI.

Jlabopamopmvie u uncmpymenmanibHvle OaHHbLE

Yyacmo: OBBIIICHHE aKTUBHOCTH TICUCHOYHBIX TPaHCAMUHA3.

OnuncaHue OTACABHBIX HEKEIATSIbHBIX PEeaKIIAi

[Tpu pes3koit ormeHe mpemapara TU3aHUAMH TOCIE MPOMOJDKUTEIBHOTO JICYCHUS W/WIHM TpHeMa
BBICOKHX 703 Mpemnapara (a Takke mocjie OJHOBPEMEHHOIO IPUMEHEHUS BMECTE C TUIIOTEH3UBHBIMU
npernapaTtamM) OTMEYaloCh Pa3BUTHE TaxUKapIuu M TOBbImeHHs AJl, cmocoOHOE B OTAEIBHBIX
Cllydasix MPUBECTH K OCTPOMY HApYIICHHWIO MO3TOBOTO KPOBOOOpAIEHHUS, B CBSA3H C YeM JI03Y
npenapara THU3aHUIUH ClIeyeT CHUXKAaTh IIOCTEIIEHHO 10 ITOJIHOW OTMEHBI IIperapara.

COO6H.I€HI/IG O IMOA03PEBACMBIX HCKCIIATCIIHbHBIX PCAKITMAX

BaxxHo coo0mare O TOM03pEBACMBIX HEXKEIATEIbHBIX PEaKIUsAX IIOCIIe PErHuCTpaIuu
JIEKapCTBEHHOTO TIperapara C ILeJbl0 OO0ecreueHuss HEeMpPEePhIBHOTO MOHUTOPHHIA COOTHOIICHUS
«IoJib3a — PHUCK» JIGKAPCTBEHHOTO Tpernapara. MEIUIUHCKAM pa0OTHUKAM pPEKOMEHIYETCs
CO00IIaTh 0 JHOOBIX MOJI03PEBAEMBIX HEXKENATENbHBIX PEAKIIHMIX JIEKApCTBEHHOTO Mpernapara uepes
HAIIUOHAJIBHBIC CHUCTCMBI C006HI€HI/I$I 0 HCXKCIIATCIIBHBIX pPEaKOUiAX TOCYydapCTB — YJICHOB
EBpasniickoro 5kOHOMHUYECKOr0 COI03a.

Poccuiickas @enepanns

denepanbHas cinyx0a o Haa30py B cepe 3ApaBOOXpaHEHUS

Anpec: 109012, r. MockBa, CnaBstHCKas 1101mab, 1. 4, cTp. 1

Tenedon: +7 800 550 99 03

DnexkrponHas moura: pharm@roszdravnadzor.gov.ru

Caiit B UH(GOPMaIMOHHO-TEIEKOMMYHUKAITHOHHOMN ceTH «HTEpHETY:!
https://www.roszdravnadzor.gov.ru/

4.9. llepeno3upoBka

K HacrosmieMy BpeMeHH ITOJy4€HO HECKOIBKO COOOMICHHH O TNepeIo3upOBKE MpernapaToM
Tuzanuaun, BKIIOUas ciaydaid, kKorma mnpuHsatas no3a coctaBuia 400 mr. Bo Bcex cmywasx
BBI3JIOPOBIIEHHE TIPOILIO 0€3 0COOEHHOCTEH.

CHUMIITOMBI

TowmnHoTa, pBoTa, cHmwkenue AJl, yrmnenune unrepBaia QT(c), ronoBokpyx eHHe, COHIMBOCTb,
MHO03, OECITOKOWCTBO, yTHETEHUE JIbIXaHUs, KOMA.


mailto:pharm@roszdravnadzor.gov.ru
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JleyeHune

Jns  BBIBEIEHHMS Openapara W3 OpraHu3Ma pPEKOMEHAYETCS MHOTOKPaTHOE IPUMEHEHHE
aKTUBUPOBAHHOTO yrisi. DopcUpoBaHHBIM JUype3 TakkKe, BO3MOXXHO, YCKOPUT BBIBEICHHUE
TU3aHUAUHA. B nanpHeiemM npoBoAsST CUMIITOMATUYECKOE JICUECHHE.

5. PAPMAKOJIOTMYECKHUE CBOMCTBA
5.1. ®apmakoaMHaMHYecKHe CBOlicTBa

dapMakoTepanieBTUYECKasi IpyIa: MHUOPEIAKCAaHThl; MHOPEIAKCAHThl LICHTPAJIBHOIO JEHCTBUS;
JIPYrMe€ MUOPEIAKCAHTBI EHTPAIBHOIO IEHCTBHUS.

Kong ATX: M03BX02

MexaHu3M AeiCcTBUS

Tu3aHuAMH — MUOPENIAKCAHT LEHTPAIBHOrO NeicTBUSA. OCHOBHAs TOUYKA IIPHIIOKEHHUS €ro JEHCTBUSA
HAXOJUTCS B CIIMHHOM Mo3re. CTUMYIHPYs MPECHHANTHYECKHE alb(a-perenTopsl, OH MOJABISIET
BBICBOOOXKJIEHHE BO30YKIAIOIMX AMUHOKHCIOT, KOTOPble CTUMYJIUPYIOT peLenTopel K
N-metun-D-acnapraty (NMDA-penentopsl). BeneacrBue 310oro Ha ypoBHE NPOMEKYTOUHBIX
HEIPOHOB CIIMHHOI'O MO3ra IIPOMCXOAUT M0IaBJICHUE OJIMCUHANITUYECKOH Nepejaun Bo30yKACHHUS.
[TockonbKy MMEHHO 3TOT MEXaHHM3M OTBEYAET 332 HM30BITOYHBIA MBIIMIEYHBI TOHYC, TO TPU €ro
[IOJIaBJICHUU MBILIEYHBI TOHYC CHH)KaeTcsl. B JomojHeHHe K MMOpEIaKCUPYIOUIMM CBONCTBAM,
TU3aHUIMH OKa3bIBACT TAKXKE EHTPAIBbHBIA YMEPEHHO BBIPAKEHHBINA aHATIBT€3UPYIOMIHN dPPEKT.

dapmarkonmaamuueckue 3O GHEKTHI

Tuzanuana 3¢ pekTrBeH Kak Mpu 0cTPoM O00JIE3HEHHOM MBIIIIEYHOM CIIa3Me, TaK U IPU XPOHUYECKOH
CMACTUYHOCTU CIIMHAIBHOIO U 1IepeOpalIbHOro reHe3a. Y MEHbIAeT CHAaCTUYHOCTh U KJIOHHUYECKUe
CyJIOpPOT'H, BCIEIACTBUE YETO0 CHUKAETCSA CONPOTHUBIICHUE ITACCUBHBIM JIBM)KCHUSAM, YBEIUYMBACTCS
00bEM aKTUBHBIX JBH)KEHUI U MbILIEYHAsl CUIIA.

Muopenakcupyromuid 3p@ext (u3mMepeHue 1Mo mkaie AMBOPTa U C TOMOIIBI0 «MasSTHUKOBOTOY
TecTa) ¥ MoOOUYHbIE IEUCTBHS (CHUXKEHHME 4acTOThl cepaeunbix cokpamienuit (UCC), A1) npenapaTa
3aBHCAT OT KOHIIEHTPAIMX TH3aHUIMHA B TUIa3Me KPOBH.

5.2. GapMaKOKHHeTHYeCKHUe CBOHiCTBA

AOGcopOrus

Tuzanununa BcackiBaeTcss OBICTPO M MOYTH IMOJHOCTHIO. MakcHMallbHasi KOHIEHTPALUs B IIa3Me
KpoBH (Cmax) JOCTHTaeTcss NMpUMEpHO dYepe3 | wac mocie mpuema mnpenapara. [lo mpuumne
BBIPAKCHHOTO MeTa0OoJM3Ma TpPH <«IIEPBOM TPOXOXKICHUU» dYepe3 IMeueHb OWOIOCTYIHOCTD
cocraBisieT okoiio 34 % (xkoaddurment wuaMeHUHBOCTH — 38 %). Cmax TH3aHHIWHA PABHO
12,3 ar/mn u 15,6 Hr/mMia mocie OAHOKPAaTHOTO M MHOTOKPATHOTO MpHUeMa TH3aHUAWHA B J103€ 4 MT
COOTBETCTBEHHO.

Pacnpenenenue

Cpennuii o0beM pacrmpeleleHdsi B PaBHOBECHOM COCTOSIHUM TP BHYTPUBEHHOM BBEJIECHUU
cocTaBisieT 2,6 y/kr. CBs3bIBaHME ¢ OeJIKaMH Tu1a3Mbl KpoBH cocTaniseT 30 %.

buorpancdopmariis

TuzanunuH OBICTPO U B 3HAYMUTENBHOM cTeneHn (0koo 95 %) Merabonusupyercs B nedenu. In vitro
TU3aHUJIUH MeTabonusupyercss B ocHOBHOM n3zopepmenTtoM CYP1A2 cucremsl nuroxpoma P450.
MeTaboauThl HEAaKTUBHBI.
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OIMMUHAIHS

Cpennuii mepuoJ MONYBBIBEACHUS TH3aHUJMHA U3 CHUCTEMHOIO0 KpPOBOTOKA cocTaBiisier 2—4 u,
BBIBEICHUE OCYIIECTBIISICTCS MPEUMYILECTBEHHO Moukamu (mpudnusutenbHo 70 % 103bl) B BUE
MeTa0OJIUTOB; Ha OO HEM3MEHEHHOT'O BEIIECTBA MPUXOAUTCs 0KojIo 4,5 %.

CDaDMaKOKI/IHeTI/I‘ICCKaﬂ'(baDMaKOHI/IHaMI/ILIeCKaH 3aBUCUMOCTDb

Bnusnue nuwu

OnHOBpEMEHHBII IpUeM IMUIIK HE BIUAET Ha (PapMAaKOKUHETHKY THU3aHUAMHA (IpU NPUMEHEHUU
4 Mr B BUJIe TabNEeTOK Win 12 Mr B BHJIE KamCyll ¢ MOAU(DUIMPOBAHHBIM BHICBOOOKICHUEM).

Hecmotps Ha To, uTo 3HaueHne Cmax BO3pacTaeT Ha 1/3 npu mpueme nocie ebl, 3TO He SABJISIETCA
KJIMHUYEeCKH 3HauMMbIM. CyliecTBeHHOro BiMsHMS Ha BcaceiBanue (AUC, miomanas mox
(bapMaKOKMHETUYECKON «KOHLIEHTPALUA-BPEMS») HE OTMEUAETCS.

Tuzanuaun B quana3one 103 oT 1 mr 1o 20 mMr o0nagaeT TuHEHHON (hapMaKOKUHETHKOM.
Tayuenmol ¢ HapyweHuem QyHKYuU noyex

VY nanuenTtoB ¢ HapymeHnueM QyHkun nouek (KK < 25 mi/muH) Cmax TH3aHHIMHA B TUTa3ME KPOBH
B 2 pasa BbIIIE, YEM Yy 3J0POBBIX JOOPOBOJIBLIEB, KOHEUHBIM MEPHOJ] MOIYBBIBEICHUS JOCTUTAET
14 yacoB, 4TO TPHUBOAMT K YBEIMYEHHOW (MPUMEPHO B 6 pa3) CUCTEMHOW OHOAOCTYIMHOCTH
tuzanuauHa (u3mepenHoii mo AUC).

Iayuenmoi ¢ HapyweHuem yHKyuu neyeHu

CrennanbHbIX HCCIENOBAaHUN Yy TMALMEHTOB JAHHOM KAaTEropuM He NpoBoAMiochk. llockombky
TU3aHWIMH TPEUMYIIECTBEHHO MeTabonmsupyercs B nedeHn uzodpepmentom CYPIA2 cucremsr
LUTOXpOMa, HapylleHHe (QYHKLUUU IEYEHU MOXKET NPUBOJUTH K YBEIMYEHHUIO CHCTEMHOIO
BO3/EHCTBUS IIperapara.

Ilayuenmur 65 nem u cmapute

JlarHble 10 (hapMaKOKUHETHKE Y TIAI[UCHTOB JAHHOW TPYIIITBI OTPaHUYCHEI.
3asucumocms om nona u pacosoli NPUHAOIEHCHOCTU.

[Ton He oka3bIBaeT BAMSHUA HAa (DAPMAKOKUHETUKY TH3aHHUIUHA.

BnusHue STHHYECKOM H pacoBOM NPUHAUICKHOCTH Ha (HapMaKOKMHETHKY TH3aHUIUHA HE
U3y4anock.

6. PAPMAIIEBTUUYECKHUE CBOMCTBA

6.1. [lepevyeHb BCIOMOraTeIbHBIX BEIECTB

JlakT03b1 MOHOTHApAT

[emmono3a mukpokpuctammmdeckas (MKII-102)
CreapuHOBas KHCIOTA

Kpemuus nuokcua KOJTOUaHbINA

6.2. HecoBMecTHMOCTDH
He nmpumennmo.
6.3. CpoK roaHocTH (CpoOK XpaHeHusl)

3 roxa.



6.4. OcoOble Mepbl MPEI0CTOPOKHOCTH NMPU XPaAHEHUH

ITpu Temneparype He Boie 25 °C.
6.5. XapakTep u coaep:kaHue YNIAaKOBKH

ITo 10, 20, 30 TabneTOK B KOHTYPHYIO TYEHKOBYIO YITAKOBKY M3 IJICHKH TOJIMBUHUIXJIOPUIHOM, THOO
IUICHKH TIOJIMBUHWJIXJIOPHUTHON/TIONMBUHUIMCHXJIOPUIHON ¥ (DOJNBIH aTIOMUHUEBOH IeYaTHON
JIAKUPOBAHHOM.

W mo 10, 20, 30 Tab1eTOK B KOHTYPHYIO SIUEHKOBYIO YITAKOBKY M3 MaTepraia KOMOMHHUPOBAHHOTO Ha
OCHOBE (pONbIM (TPEXCIOHHBIA MaTepuall, BKIIOYAIONIMK ATIOMHHUEBYIO (DONBry, IUICHKY U3
OPUEHTUPOBAHHOT'O MOJMAMU/IA, TOJMBUHUIXJIOPUAHYIO IUICHKY) U (OJIbIY aJTIOMHUHUEBON MEeYaTHOU
JIAKUPOBAHHOM.

1,2,3,4,5, 6 win 10 KOHTYpHBIX SITYEHKOBBIX YITAKOBOK BMECTE C MHCTPYKIHUEH 1O METUIIMHCKOMY
MPUMEHEHHUIO (JIMCTOK-BKIIAJIBIIT) TOMEIIAIOT B KAPTOHHYIO YITAKOBKY (ITAUKY).

6.6. OcoOble Mepbl NMPEIOCTOPOKHOCTH NMPHU YTHIU3ANUU MCIIOJIb30BAHHOIO JIEKAPCTBEHHOI 0
npenapara MJaH OTXO0J0B, MOJYYEHHBIX MOC/Je NMPUMEHEHHsI JEeKAPCTBEHHOr0 Npenapara, u
Apyrue MaHUIYJISIIMHU € NpenapaToM

Oco0ple TpeOOBaHUs OTCYTCTBYIOT.

7. JEPKATEJIb PETUCTPAIIMOHHOI'O YIOCTOBEPEHU A

Poccus
00O «ATonn»
445351, Camapckas 00:1., . XKurynesck, yi. ['mapocrpoureneii, 1. 6.

7.1. llpencraBuTenb AepKaTesisi perucTPAMOHHOI0 YA0CTOBEPEeHHs

IIperensuu moTpeOUTENEH HAIIPABIIATE [0 aAPECY:

Poccus

000 «O308»

445351, Camapckas 0611., 1.0. XKurynesck, r. JKurynesck, yi. ['mapocrpourenei, 1. 6.
Ten.: +79874599991, +79874599992

E-mail: ozon@ozon-pharm.ru

8. HOMEP (HOMEPA) PETUCTPAIIMOHHBIX YIOCTOBEPEHUI

9. KATEI'OPUS OTITYCKA JIEKAPCTBEHHOTI' O ITPEITAPATA
JlekapcTBeHHBIN MpenapaTr OTHOCUTCS K KATETOPUH OTITYCKa IO PELEMNTY.
OOmiast xapakTepUCTHKA JIGKAPCTBEHHOTO Tperapara THU3aHUIWH JOCTYIIHA B €IMHOM peecTpe
3apETUCTPUPOBAHHBIX JIGKAPCTBEHHBIX CPEACTB EBpasuiickoro 3KOHOMHYECKOTO COI03a W Ha

ounmansHOM caure YIIOJJHOMOYE€HHOTO opraHa (3KcTiepTHOM OpraHH3aIim)
https://eec.eaeunion.org/.
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