MUHICTEPCTBO 3[PABOOXPAHEHIS POCCUACKOV ®ENEPALIMA
WHCTPYKUMA
110 MeALIMHCKOMY NPUMEHEHMIO NEKapCTBEHHOMO npenapara

TAOANAOUIN-C3

PervctpauuorHbIi Homep: NM-004487

ToproBoe HaumeHoBaHUe npenapara: Taganapun-C3
MexayHapoaHoe HenaTeHTOBaHHOE HauMeHOBaHMe: Tafanadun
JlekapcTBeHHas popma: TabneTky, NOKPbITbIE NEHO4YHON 06ON0YKON

Cocras:
1 TabneTka, NOKpbITast NNEHOYHOI 0BONOYKOM, COREPXUT:

do3uposka 5 me:

Qdelicmeyrowjee sewiecmeo: Taganacun — 5 Mr

ecnomozamerbHble 8ewecmea (A0po): NakTo3bl MOHOrMapaT (caxap Mo-
NOYHbIIA) — 53,8 Mr; NakTo3bl MOHOTMAPAT (NAKTONpecE) (caxap MOMOYHIiA)
- 64,0 Mr; Lenntonosa mMukpokpuctannuyeckas 102 — 26,0 mr; kpockapmen-
no3a Hatpusi (npumenno3a) — 12,5 mr; kpocnouaoH (Konnuaox CL-M) - 4,0
Mr, kpocrioBuaoH (KonnugoH CL) - 3,0 mr, runponoaa akcTpa TOHKas (FUapok-
cunponunuennionosa) — 3,0 mr, mnpono3a (FMApOKCMNPONMALIENoNo3a) —
2,0 mr; Hatpusi cTeapundymapar — 1,5 mr; Hatpus naypuncynbar — 0,2 Mr;
acnomozamenbHb e ewecmea (060m104ka): mMnpomMennosa — 2,5 Mr; nonuecop-
6at-80 (TBMH-80) — 1,0 Mr; Tanbk — 1,0 mr, TuTaHa avokena E 171 — 0,49 wr;
KpacvTenb XUHOMMHOBbIA xenTbii E 104 - 0,01 mr;

dosupoeka 20 me:

deticmeyrowjee eewecmgo: Taganadgmn - 20 mr

8cnomozamerbHble 8ewjecmea (9po): NakTo3bl MOHOMMApPAT (Caxap MOoy-
Hbif) — 100,2 Mr; nakTo3bl MOHOMMAPAT (nakTonpecc) (caxap MOMOYHbIA) —
123,0 mr; Lenntonosa Mukpokpuctannmuyeckas 102 - 53,0 Mr; kpockapmennosa
HaTpust (npumennosa) — 17,0 mr; kpocnosuaoH (Konnuaon CL-M) — 5,0 wr,
kpocnosuaoH (KonmupoH CL) — 2,0 mr; mnponosa akcTpa ToHKas (ruopok-
cunponunuennionosa) — 5,0 Mr; rMnponosa (fMapoKevnponunLennionosa) —
2,0 mr; Hatpus ceapundymapart — 2,0 Mr; Hatpus naypuncynbar — 0,8 mr;
acnomozamerbHb e gewjecmea (060moyka): npomennosa — 5,0 Mr; nonuecop-
6at-80 (TBMH-80) - 2,0 Mr; Tanbk— 2,0 Mr, TUTaHa avokeng E 171-0,8 mr; anto-
MMHUEBbIiA Tak Ha OCHOBE KpacuTeNs CONHeYHbIN 3akat xenTbii E 110-0,2 mr.

Onucanve

TabneTku, NOKPLITbIE NNEHOYHO OBOMOYKON XEMNTOrO LBETA, KpYrMble, [BOS-
KOBbINYKIble, C PUCKOI C OAHOI CTOPOHbI. Ha nonepeyHoM paspese Sapo Ta-
6neTkv Genoro nn noyTu Genoro LiBeTa (403uposka 5 Mr).

Tabnetk1, NOKpbITbIE NNEHOYHO 0OONMOYKOA PO30BATO-OPaHKEBONO LiBETa,
Kpyrmble, ABOSKOBLINYKMbie. Ha nonepeyHom paspese sapo Tabnetku Genoro
unu nouti Genoro ugeTa (aouposka 20 Mr).

(MapmakoTepaneBTUYeCKas rpynna:
CpefcTBO neyeHms apexTUnbHOM AMCYHKLM — B1S-5 HmbuTop.

Kon ATX: G04BE08

®APMAKONOMUYECKWUE CBOWCTBA

®apmaxoduHamuKa

Tapanacmun snsetcs obpaTMMbIM CEneKTMBHBIM MHMBMTOPOM Creudm-
yeckoit dhocchouactepasbl 5 Tvna (GAS-5) UMKNMYECKOrO ryaHO3MH MOHO-
tocpata (UFM®). Korpa cekcyanbHoe BO3OYxaeHMe Bbi3blBaeT MECTHOE
BbICBOGOXAEHME OKCuaa a3oTa, MHMbuposaHie ®L13-5 Tananadmunom seget
K NOBbILLEHMIO KOHLieHTpauun LTM® B neLyepuctoM Tene nonoBoro UieHa.
Creacauem 3Toro sBNsieTcs paccnabnexue rmagkix MbiLL apTepuid U npu-
TOK KPOBM K TKaHSIM MONOBOTO UIEHa, YTO U BbI3bIBAET 3pexuyio. Taganadmn
He OKa3bIBaeT adheKTa B OTCYTCTBUM CEKCYanbHOr0 BO3BYKAEHMS.
Wcenegosakus in vitro nokasanu, YTo Taganadmn SBNSETC CEeneKTMBHBIM
uHMbuTopom ®A3-5. BLIS-5 senseTcs epMeHTOM, 0BHapyKeHHbIM B rmaj-
KMX MbILLLi@X MeLepucToro Tena, B MaakuX MblLuLax COCYAO0B BHYTPEHHUX
OpraHoB, B CKeMeTHbIX MblLLLAX, TPOMOOLWTAX, NOYKAX, NETKMX 1 MOIKEYKE.
[Lleitcteue Tapanadmna Ha ®3-5 sensetca Gonee akTUBHbIM, YeM Ha fpy-
e hocchoauactepasbl. Taganadmn sensetcs 8 10000 pa3 Gonee MOLHbIM
B OTHOWeHWM Of13-5, yem B oTHoweHnn ®A3-1, ®3-2, O34 u ®A3-7,
KOTOpbIE NIOKanu3yloTCs B CEpALE, FONOBHOM MO3re, KPOBEHOCHBIX COCyaaX,
MeyeHu, NeiKoLMTax, CKeneTHbIX MbILULaX U B Apyrix opraHax. Taganadwn
B 10000 pa3 aktvsHee Grokvpyet ®L3-5, yem O13-3 - hepMeHT, KoTOpblil
0obHapyxvBaeTcs B cepaLie v KPOBEHOCHBIX COCYfIaX. 3Ta CENeKTUBHOCTb B OT-

HowweHun ®13-5 no cpasHeHuto ¢ PL13-3 MMeeT BaXHOE 3HaUEHIE, NOCKOMbKY
O[13-3 sBnseTcs (PepMeHTOM, NPUHVMAIOLLMM Y4acTUe B COKpALLEHUN cep-
Ae4HoI MblLLbl. Kpome Toro, Taganacmn npumepHo B 700 pa3 akTvsHee B
oTHowwerun ®13-5, yem B oTHOLEHMM P[1S-6, 0BHapyKeHHON B ceTuaTke U
SBNAKOLLEICH OTBETCTBEHHON 3a choTonepeaaqy. Tafanactun Taike nposens-
et peiictave B 9000 pa3 Gonee MowHoe B oTHOWeHUN PL1S-5 B cpaBHEHUM
¢ ero BnusH1eM Ha ®[19-8, ®13-9 u ®3-10, u B 14 pa3 Gonee MoLHoe B
oTHoLueHun ®13-5 no cpasHeruio ¢ ®A13-11. PacnpeaeneHue B TkaHsX 1 (-
avionorvyeckue ekt UHMBMpoBaHus G13-8 — ®[13-11 fo HacToswero
BPEMEHMU HE BbISICHEH.

Taganadun yny4LIaeT 3peKLMIo U NOBbILIAET BO3MOKHOCTb NPOBEAEHHS NoM-
HOL{EHHOrO MONOBOTO aKTa.

Tapanadun y 300poBbIX MWL, HE BbI3bIBAET JOCTOBEPHONO U3MEHEHMSH CUCTO-
NIMYECKOTO M AMACTONMMECKOTO JABNIEHIA B CPABHEHMM C Nnauebo B nonoxe-
HUW NéxXa (CpeaHee MakcumanbHoe cHibkeHwe coctanseT 1,6/0,8 Mm pr.cr.,
COOTBETCTBEHHO) U B MONOXEHUM CTOS (CPEAHEE MAKCHMAnbHOE CHIDKEHME CO-
crasnser 0,2/4,6 MM pT.CT., COOTBETCTBEHHO).

Tapanacun He Bbl3bIBAET JOCTOBEPHONO U3MEHEHIS HACTOTbI CEPAEYHbIX CO-
KpalLLeHuiA,

Tapanacun He BbI3bIBAET U3MEHEHMIA PACTIO3HaBaHusA LBETOB (ronyboit/3engé-
HbIM), 4TO 0BBACHAETCA HU3KUM CpoaCTBOM ero k ®L13-6. Kpome Toro, He Ha-
6niogaeTc BIUAHUA Tafanaduna Ha OCTPOTY 3peHus), aNeKTPOpETUHOrpam-
My, BHYTPUINa3Hoe AaBriexue W paamep 3payka.

C Lienblo OLEHKY BNUSHUA eXEeHEBHOTO NpreMa Taganadmna Ha cnepmaro-
rexe3 GbIno NPOBEAEHO HECKONbKO UccneaoBaHui. Hu B ogHOM 13 uccneaosa-
HUIA He HabnoANOCh HEXenaTenbHOro BIMAHMSA Ha MOPEONOMIo cepmato-
30M0B U MX NOABWKHOCTb. B 0HOM M3 1ccnejoBaruit BbiNo BbISBNEHO CHit-
KEH1e CPenHelt KOHLIEHTpaLMA CNepMaTo30MaoB Mo CpaBHEHuIo ¢ nnave6o.
CH/DKEHVe KOHLIEHTpaLWy criepMaTo3ouaoe Bbino cesaHo ¢ Gonee BbICoKoi
yactotoit ssKynsumu. Kpome Toro, He Habnioganoch HeXenarensHoro Bnns-
HUS HA CPEAHIOK KOHLIEHTPALWMIO MONOBbIX FOPMOHOB, TECTOCTEPOHA, oTen-
HU3MPYIOLLErO FOPMOHa W (hONAMKYNOCTUMYNMPYIOLLETrO FOPMOHa NpH NpueMe
Taanadguna no cpaBHeHMHo ¢ nnavebo.

OTMeyeHo ynyulleHre 3peKUnn Y MaLMeHTOB C APEKTUMbHON AUCHYHKLMEN
BCEX CTEMeHei TSXECTU NPy Npueme Taaanaduna ouH paa B iEHb.
MexaHusm deticmeusi y nauuesmos ¢ dobpokayecmeeHHoll 2unepnnauel
npedcmamenbHol xeness! (AMTDK)

WHrmbuposanue ®L13-5 Tapanadmnom, npuBoasLLEE K NOBBILUEHWIO KOHLIEH-
Tpauum UIM® B nelepucTOM Tene NOMoBOro Yrexa, Takke Habniopaetcs B
TNaZKoI MyckynaType npeacTaTenbHOM Xerneabl, MOYEBOro Ny3bips 1 cocyfax,
KoTOpble UX KpoBOCHabXatoT. Paccnabnetue raakvx MbILLL, COCY/A0B MpUBO-
AT K YBENMYEHMIO Nepdpy3nn KPOBY B 3TUX OpraHax, W, kak CrieacTeue, K CHit-
KEHVI0 BblpaxeHHocTH cumnTomoB [T, Penakcauys rmagxoit Myckynatypbl
NpeACTaTenNbHOM XeNeabl 1 MOYEBOrO My3bIPs MOXET AONOMHUTENBHO YCuu-
BaTb COCYANCTBIE AHPeEKTHI.

®DapMaKoKuHemuKka

BcacbsaHue

Mocne npuéma BHyTPb Taganadun GbicTpo Backiaetcs. CpeaHsn Makc-
ManbHas KoHLEHTpaums (Crax) B NNa3Me JOCTURAETCS B CPEAHEM Yepes 2 yaca
rocne np1éma BHyTPb.

CKOpOCTb ¥ CTeneHb BCackiBaHKA Tafianaduna He 3aBIUCAT OT NpUema ML,
noatoMy npenapat Taganadun-C3 MOXHO NPUMEHSTL BHE 3aBUCUMOCTH OT
npuéma nuwy. Bpema npuéma (YTpoM v Be4epOoM) He BNUSeT Ha CKOPOCTb
1 CTeneHb BcachIBaus. dapMakokuHeTVka Taganaduna y 3A0poBbIX AL k-
HeliHa B OTHOLLEHM BPEMEHM 1 103bl. B ananasore fo3 ot 2,5 ao 20 mr nno-
Lyaab NOA KpUBOM «KOHLIEHTpaLws-Bpems» (AUC) ysenuuusaeTcs nponopLiyo-
HanbHO 03, PaBHOBECHbIE KOHLIEHTpaLWM B NNaaMe AOCTUraloTCs B TeYeHue
5 aHeli Npu npueme npenapara ofvH pa3 B CyTKW.

bapmakok1HeTUKa Tafanaduna y NaLUeHToB C HapyLLEeHUeM 3peKLyM aHano-
TW4Ha hapMaKoKUHETVKE npenapara Y nauueHTos 6e3 HapyLUeHs 3PEKLMM.
PacnpedeneHue

CpepnHuii 06bEM pacnpefieneHist CocTanseT okono 63 N, YTo ykasblBaeT Ha
T0, YTO TaAanadun pacnpeaenserTca B TkaHsx opraHuama. B tepanestuye-
CKVX KOHLUEHTpaumsix 94 % Taganacdmuna B nname CBs3bIBAETCA ¢ Genkamu,
CasisblBaHve ¢ Genkamu He M3MEHSETCS NPy HapyLLUEHHO COYHKLV NOYeX.

Y 3noposbix AobposonbLes MeHee 0,0005 % BBeAEHHON J03bl 0BHApYKeEHO
B Ciepme.



Memabonusm

Tapanadvn B OCHOBHOM MeTabonuanpyetcst C yqactveMm W3otepmeHTa
CYP3A4 uuroxpoma P450. OcHOBHbIM LMpKynupytoLLvmM MeTabonuTom sens-
€TC METUIKATeXONTMIKYPoHMA. JToT MeTabonuT no KpaiiHel mepe B 13000
pa3 MeHee akTviBeH B oTHoLeHun O13-5, yem Taganadmn. CnegosarensHo,
KOHL{EHTpaLWs 3100 MeTabonuTa He SIBNSIETCA KIMHUYECKN 3HAUMMON.
BoigedeHue

Y 3n0poBbix 406pOBONbLEB CPEAHWI KNUpEHC Taganadwna npu npuéme
BHYTPb COCTABNSAET 2,5 Ny, a CpeHuiA nepuop nonyBbieeaeHus — 17,5 yacos.
Tapanacun BbIBOAUTCA NPEUMYLLECTBEHHO B BIOE HEaKTMBHbIX MeTabonu-
TOB, B OCHOBHOM, Yepes KuLLEYHMK (0korno 61 % [03bl) 1, B MEHbLLEN CTENEHN,
noykamu (okono 36 % A03bl).

Bospacm cmapwe 65 nem

3noposble A06poBONbLbLI B BO3pacTe 65 neT v craplue umenu Gonee HUakui
KIMpeHe Taganaduna npu npueme BHYTPb, YTO BbIPXANoch B YBENUYEHUN
NOLYAAV NOA KPUBOIA «KOHLIEHTPALMS-BPEMS» Ha 25 % Mo CPaBHEHMIO CO 30~
poBbIMK J0GPOBONbLIAMM B BopacTe ot 19 o 45 net. 310 pasnuuue He sBns-
TR KNMHIYECKY 3HAYMMBIM U He TpeByeT noabopa 03kl

IMoyeyHas HedocmamoyHOCMb

Y NaLyIeHToB € NOYEHHOI HEOCTATOMHOCTLIO NETKOA CTENEHM TSKECTU (KIMpeHC
KpeatuHiHa ot 51 A0 80 MVMUH) 1 CPeaHeN CTENeHM TRKECTY (KMMPEHC KpeaTuH-
Ha o1 31 Ao 50 Mn/MmH), a TaK Xe Y NaLeHTOB C TEPMUHANBHON CTaavel NoYeY-
HOW HEAI0CTATOMHOCTH, HAXOMALUMXCA Ha reMoavaniA3e, Kenoauuya Tapanaguna
(AUC) npubruauTentHo yasausanace. Y MaLveHTo, HaXOAsALLMXCH Ha remMoama-
nn3e, Crrax Bbina Ha 41 % BbilLe N0 CPABHEHMIO CO 3A0POBLIMI 40BPOBONbLAMM.
BbiseneHvie Tafianadmria ¢ NOMOLLIO reMoyianiiaa SBRSETC He3HaUUTENbHBIM.
[MeyeHoyHas HedocmamoyHoOCMb

(bapmakokvHeTVKa Tafanaduna y naLueHToB C Nerkoi 1 yMepeHHOM neyeHoy-
HOM HELOCTATOMHOCTLIO (Knace A 1 B o knaccvdmkamm Yaina-Tbto) cpasHu-
Ma C TakoBO# y 3710pOBbIX J06POBONbLIEB. B OTHOLLEHIM NALMEHTOB C TsDKeNon
NEYeHOYHOM HepocTaTouHoCTbIo (knace C no knaccudmkaumy Yaina-Mbio)
JaHHbIX HeaiocTaTouHO. Mpu HasHayeHw npenapata Taganadmn-C3 nauven-
TaM C TSKENOi NEYEHOHHOM HEOCTATOMHOCTbI0 HEOBXOAUMO NpeBapHTENb-
HO NPOBECTY OLIEHKY PUCKa 1 NOMNb3bl NPUMEHEHIA penapara.

MayueHmeI ¢ caxapHbiM uabemom

Y nauueHToB C caxapHbiM vabeToM Ha (hoHe NpUMeHeHUs Tafanaduna no-
Lyab N0z KPMBOI KOHLIEHTpaLMs-Bpems» Bbina MeHbLue npumepHo Ha 19 %,
M0 CpaBHEHHIO CO 3A0poBbIMM 06poBONbLIAMM. 10 pasnuuue He Tpebyet
nop6opa 4o3bl.

MNOKA3AHWUA K NPUMEHEHWIO

OpexTnnbHas AUCHyHKUKS.

CHMNTOMBI HIDKHVX MOYEBbIX MyTelA Y NaLMeHTOB C J0BpOKa4YECTBEHHOM rnep-
nnasueit NpeAcTaTenbHOM Xeneabl (Ans A0MPOBKM 5 Mr).

OpeKTnbHas ANCHYHKUMS Y NaLMEHTOB C CHMITOMAMIA HIDKHIX MOYEBbIX My-
Teil Ha (hoHe [0BPOKAYECTBEHHOM MNeprIIa3uy NPeACTaTeNbHOM Xenesbl (ans
[A031POBKN 5 Mr).

MPOTUBOINOKA3AHUA

- [oBbIlLeHHas YyBCTBUTENLHOCTL K Tafanadmny unu k niobomy eelecTsy,

BXOASILLEMY B COCTaB Npenapara;

B cryyae npuema npenapatos, cofepxalLyx Nniobble OpraHu4eckve HUTparbl;

IMpumererre y nuy o 18 ner;

Hanuyre npoTMBONOKA3aHWI K CEKCyarnbHOM aKTUBHOCTY Y NaLMEHTOB C 3a-

GoneBaHMsMU CEpAEYHO-COCYAUCTONM CUCTEMbI: MH(DapKT MUoKapaa B Te-

yeHun nocneaHux 90 aHel, HectabunbHas CTEHOKApAKS, BO3HWKHOBEHME

MPUCTYNA CTEHOKAPAWM BO BPEMSI NONIOBOIO aKTa, XPOHUYECKas cepAieyHas

HefocTaTouHoCTb |l knacca u Bbllwe no knaccudukauum NYHA B Teyeme

nocneaHux 6 MecsiLieB, HEKOHTPONMPYEMbIE apuUTMIAW, apTepuanbHas ino-

TeHaus (Al meHee 90/50 MM pT.CT.), HEKOHTPONMPYEMas apTepuanbHas -

MEPTEH3NS, MLUEMUYECKUA UHCYNbT B TEYEHUE MOCeaHNX 6 MecsiLies;

[NoTeps 3peHus BCneaCcTB1e HeapTepuarnbHOM NepenHei ULLEMUIECKON Helt-

ponaTuit 3puUTenbHOrO HepBa (BHE 3aBUCUMOCTH OT CBA3M C NPUEMOM MHM-

GuTopos ®[13-5);

OnHoBpeMEHHOe MPUMEHEHKE C OKCA303MHOM, C AAPYTVIMYU MHMMBUTOpaMK

®[13-5, ¢ ApyrvMI BapHaHTaM Tepanii 3PEKTUNLHON AUCHYHKLMM, CO CTH-

MyNSTOPaM yaHNaTLMKIa3b, TakviM Kak pyoLryar;

[TpuMeHeHNe Y NaLMEHTOB C XPOHMYECKO! MOYEYHON HELOCTATOMHOCTBIO

(knupeHe kpeaTuHIHa MeHee 30 Mn/MuH);

- [lemumt naktasbl, HENEPEHOCUMOCTb NaKTO3bl, [MIOKO30-TarnakTo3Has
Manbabeopbums.

C OCTOPOXHOCTbBIO

MockonbKy HET AOCTATOMHbIX JAHHbIX B OTHOLIEHUM MALMEHTOB C TsKe-
IO/ MEYEHONHOI HEAI0CTATONHOCTLIO (knacc C mo knaccudmkaumn Yaina-
Mblo), HEOBXOAUMO MPOSBNATL OCTOPOXHOCTb NPU HadHa4eHWW npenapara
Taganadmn-C3 310/ rpynne nawveHTos.

Heobxogumo MposiBNAT  OCTOPOXHOCTb NP HA3HAYeHWM Mpenapara
Taganadun-C3 nauueHTam, NpuHUMatoLMM anbda;-aapeHobrokaTopsl, no-
CKOMbKy OAHOBPEMEHHOE MPUMEHeHWe 3TWX MpenapatoB MOXET NpUBECTY
K CUMNTOMATUYECKOI apTepUanbHON MMNOTEH3UM Y HEKOTOPbIX MaLEHTOB.
Ipy NpuMeHeHM OAHOKPaTHOM 403bI Taganadmna, He HabnioaaeTcs cumnTo-
MaTU4ECKO! apTepuasibHOM TVMOTEH3MN MPY OAHOBPEMEHHOM NPUMEHEHUU
C TaMCyNo3MHOM, CeneKTMBHbIM anbaaix-aapeHobnokatopom (cM. paspen
«B3anmopeliCTBIe C ApYTVIMIA NEKapCTBEHHBIMY CPEACTBAMIY).

Mpenapat Taganagun-C3 cneayet npuMeHsITb C OCTOPOXHOCTBIO Y Nauu-
€HTOB C NPeapacnonoXeHHOCTbIO K MpuanuaMy (MW CeproBUAHO-KNETON-
HOW aHeMM, MHOXECTBEHHOI MUENOMe UNW NEKeMUN) UK y NaLMeHToB
C aHaTOMM4ecKolt AechopMaLiveit NonoBOro YrneHa (YrioBoe UCKpUBMEHHE,
kaBepHO3HbIA hubpo3 unu GonesHb MelipoHn). Taioke cneayeT cobnionatb
OCTOPOXHOCTb NPY OAIHOBPEMEHHOM NpUEME C MHrMBUTOpaMm M30thepMeHTa
CYP3A4 (puTOHaBMp, CakBvHaBMP, KETOKOHA30, UTPaKOHa30n, KnapuTpo-
MULYH, 3pUTPOMULIMH, rpeiincpyTOBbIA COK), TUMOTEH3UBHBIMY CPEACTBAMM,
UHrMbuTOpamm 5-anbta-peaykrasbl.

[lnarHocTuka apeKTUnbHOM AMCHYHKLMM [OMKHA BKMtoYaTb B cebs BbisBne-
H1e NOTEHLMANbHO OCHOBHOIA NPUYMHBI, COOTBETCTBYIOLLEE MEAMLIMHCKOe
obcneioBaHie v onpeaenexue TaKTUKU NeYeHms.

MPUMEHEHWE NPW BEPEMEHHOCTW W B NEPUOM TPYQHOrO
BCKAPM/TUBAHUA
Mpenapar Tapanadun-C3 He npeaHasHayeH Ans NPUMEHEHNS Y XEHLLH.

CMNoCOB NPUMEHEHUA U O3bI

[Ins npuéma BHyTpb.
[pumeHeHue npenapama Tadanachun-C3 no nokasaHuio 3pekmusibHast duc-
cyrikuus (3/])

[Ins naLMeHTOB C 4aCTON CeKCyanbHON aKTUBHOCTbIO (Bonee AByx pas B Hege-
T10): pEKOMEHAOBAHHaA YacToTa Np1eMa — eXeAHEBHO, OfIVH pa3 B CyTKM 5 r,
B OFHO U TO XX BPEMSl, BHE 3aBUCMMOCTY OT npuéma nuwm. CyTouHas ao3a
MoXeT BbITb CHIKeHa 40 2,5 Mr (1/2 TabneTku 5 Mr) B 3aBUCMOCTY OT MHAMBI-
[AyarnbHOi YyBCTBUTENBHOCTH.

[inq naumMeHTOB ¢ HEYACTON CeKCyanbHOM aKTUBHOCTBIO (PeXe ABYX pa3 B He-
[ento): pekoMeH0BaHO HasHaueHve npenapara Taganagun-C3 B gose 20 wr,
HEenocpPELCTBEHHO Nepen CeKCyarbHOM aKTUBHOCTBIO COMMACHO MHCTPYKLMK MO
MELVILMHCKOMY NPUMEHEHWI0 penapara.

MakcumanbHas cyTouHas Ao3a npenapara Taganadwn-C3 cocraenser 20 wr.
[pumereHue npenapama T -C3 n H [TDK

ArK.

Pekomexayemas fo3a npenapara Taganacun-C3 npu npuMeHeHn OauH pa3
B CYTKV COCTaBNSIET 5 Mr; npenapar cneayet npuHMaTh NpubnuanuTensHo B
OZIHO U TO )€ BPEMS! [JHsl, HE3aBUCHMO OT BPEMEHM CeKCyanbHOM aKTMBHOCTY.
IMPOAOMKUTENBHOCT NEYEHMS YCTaHABNMBAETCS BPAYOM MHAMBUAYaNbHO.

Y NaLUeHTOB C NOYEHHON HEAOCTATOMHOCTLIO JErkoit CTENeHM THKECTH (K-
PeHC kpeatuHuHa ot 51 10 80 Mn/MUH) M YMEPEHHOM CTeneHm TKECTH (K-
peHc kpeaTuHyuHa ot 31 4o 50 Mn/mMuH) koppexuws A03bI He TpebyeTcs. Y nauu-
€HTOB C TSDKENON CTENEHBIO NOYEYHOM HELOCTATOMHOCTH (KMPEHC KpeaTuHu-
Ha < 30 Mn/MMH 1 Ha reMoAvanK3e): npumeHeHue npenapata Taganagun-C3
MPOTUBOMNOKA3aHO.

MOBOYHOE AENCTBUE

Haubonee yacTbiMi HexenaTenbHbIMIA SBMEHUAMIA Y NALMEHTOB C 3PEKTUNb-
Hol amcdyHkumeit n [NMDK sensiotes ronoHast 60nb W aucnencus, a Taike
6onb B cnuHe, Muants.

B cootBetcTBIM ¢ Knaccudmkauveit BO3 Bce peakumm pacnpeaeneHbl no cu-
CTeMe OpraHoB ¥ 4acToTe pa3BuTUS: O4eHb YacTo (2 1/10); yacto (= 1/100,
<1/10); Heyacto (= 1/1000, < 1/100); peao (= 1/10000, < 1/1000); o4eHb pea-
ko (< 1/10000), yacToTa HeuBeCTHa (HEBO3MOXHO ONpeaenuTL YacToTy nosie-
NeHUs peakLyil 1o UMEIOLLMMCS faHHbIM).

Heyacmo: peakuym runepyyBCTBUTENbHOCTH.
Pedko: aHVOHEBPOTUHECKHIA OTEK?.



HapyweHusi co cmopoHb! HepeHoU cucmem!:
Yacmo: ronosHas Gonb.

Heyacmo: ronoBokpyxeHve.

Pedko: uHcynbT' (B TOM YMcne OCTPOe HapyLLEH1e MO3roBOro kpoBooGpalLe-
His (OHMK) no remopparuyeckoMy Tuny), 06MOPOK, TPaH3UTOPHbIE ULLEMMYE-
CKvie aTaku', MUIPeHb?, ANUNenTU4eckv e NPUNaaku?, TpaHaUTOpHasH aMHe3us.,

H: H bl Op2aHa 3peHust;

Heyacmo: He4ETKOCTb 3pUTENbHONO BOCTIPUATIS, BoNEBbIe OLLyLIEHHS B IMa3-
HOM sibroke.

Pedko: HapyLueHue nonew 3peHus, NpUNYXoCTb BeK, KOHbIOHKTUBANbHAR M-
nepemus, HeapTepuanbHasi MepeaHss UWeMUYeckast OnTUYeckast Helpona-
TUSI?, OKKIIO3S! COCY/I0B CETYaTKIAZ.

H: H b1 Op2aH i
Heyacmo: 380H B yLuax.
Pedko: BHe3anHas noTeps cnyxa.

HMHbE H:

Hapywerus co bl cepoua’:

Heyacmo: owyLienue cepaLebuenus, Taxvkapams.

Pedko: WHpapKT MUOKapaa, KenyAoYKOBbIE HAPYLLEHUS PUTMa?, HecTabumb-
Has CTeHoKapausZ.

H: HUS bl )

Yacmo: «npunuebI» KPOBM K JIHLLY.

Heyacmo: cHkeHve apTepuanbHoro AaBneHms’, MoBbILLIEHUE apTepuanbHoro
[DaBneHus.

H: Hi

U cpedocmeHus:
Yacmo: 3anoxeHHOCTb Hoca.

Heyacmo: opbiLuKa, HOCOBOE KPOBOTEHEHME.

b1 ObXame/ibHoU b1, OpeaH! HOU Kremk|

Hapywenus co
Yacmo: pucnencys.
Heyacmo: 6onb B xuBOTe, racTpoasodareansHbii pedritoke, Avapes y nauv-
€HTOB CTapLue 65 ne, peoTa, ToLHOTa.

b1 X€/YOO4YHO-KUWEYHO20 mpaKma.

Hapywierusi co cmopoHb! KOXU U NOGKOXHBIX MKaHeU:

Heyacmo: cbinb.

Pedko: kpanueHuLa, CUHAPOM CTUBEHC-[PKOHCOHa?, 3KC(ONMATUBHBII AepMa-
TUT?, IMNepryapo3 (NOBLILLEHHas NOTAWBOCTD).

H: Hi bl MHO-MbIUEYHOU HUMe/bHOU MmKaHU:
Yacmo: 6onb B cnHe, MUantus, 60mb B KOHEYHOCTSIX.

H: H bl Moyesh X nyme:

Heyacmo: rematypus.

Hapywerusi co cmopoHb! No/obIx 0p2aHos U MOMIOYHOU XeNesbl:

Heyacmo: anuTenbHasi apeKLus.
PedKo: npranvam?, rematocrepmus, KpOBOTEHEHHE 13 MIOMOBOO YrieHa.

Ue paccmpolicmsa:
Heyacmo: 6onb B rpyav', nepudepuyeckuil oTex, yeTanocTb.
Pedko: oTek nuLja?, BHe3anHas cepaeyHas CMepTb'2,

"Habnioganuch y naLueHToB, paHee UMEIOLLIX CEpAEYHO-COCYANCTbIE dhakTo-
pbl pucka. OfiHaKo HEBO3MOXHO TOYHO OMPELENUTL CBSA3aHbI Nk 3TW SIBNEHUS
HEMoCPEACTBEHHO C 3TUMM (haKTopamy pucka, C Taaanaduiom, ¢ cexcyans-
HbIM BO30YXEHUEM, Ui C KOMBMHALIWMEN 3TUX Wi ApYTvX (hakTopoB,
2Mo6oyHble peakuuy, BbIBMEHHbIE NPWU NOCTMAPKETUHTOBOM MPUMEHEHNH,
He HabnlofaBlLKeCs B X0ae KIMHUYECKVX nnaLeBo-koHTPonMpyeMbIX uccre-
[0BaHMiA.

Yawwe Habnioganucb, koraa Taganadun NPUMEHANCS Y NALMEHTOB, YKe Npu-
HUMAIOLLVX TMNOTEH3UBHbIE CPEACTBA.

NEPENO3WPOBKA

[py 0HOKPATHOM Ha3Ha4eHMM 30POBLIM A06POBOMbLIAM Tafanadmna B 403e A0
500 mr 1 naLpeHTam ¢ 3peKTUrbHOM ANCHYHKUMEl — MHorokpaTHo A0 100 mricyT,
HexenarenbHble 3dexTbl bl TaK1e e, YTO v NpU NPUMEHEHM Bonee HU3KuX
103, B cryyae nepeoavpoBki HeoBX0AMMO NPOBOAWT CTaHAAPTHOE CUMMTOMa-
TUMECKOE neveHue, Mpy reMoauanvse Taganadun NpaKTU4ecky He BbIBORMTCS.,

B3AMMOJEWCTBUE C IPYTUMU NEKAPCTBEHHBIMW CPELCTBAMM
BnusiHue dpyaux npenapamoe Ha madanagpun

Tamanacdun B OCHOBHOM MeTabonuavpyetcs C yyactveM W3odepMeHTa
CYP3A4. CenektviBHblit uHMoMTOp W3odepmenta CYP3A4 keTokoHason
(400 mr B CyTKM) yBENMUMBAET SKCMO3MLMIO OBHOKPATHOM A03bI Tadanaduna
(AUC) Ha 312 % 1 Crnax Ha 22 %, @ keToKoHa30n (200 Mr B CyTKW) yBEnu4MBaeT
9KCNO3MLIMIO OAIHOKpaTHOM A03bl Tafanadmna (AUC) Ha 107 % 1 Crax Ha 15 %
otHocuTenbHO AUC 1 BenumMH Crax TONBKO ANS1 OQHOMO Tafanadmna.
Putoxasup (200 mr aBa pasa B cyTku), uHrMbuTop usodepmentos CYP3A4,
2C9, 2C19 1 2D6, yBenuuvBaeT 3KCNO3NLMI0 OBHOKPATHOI A03bI Taganadmna
(AUC) Ha 124 % 6e3 nameHeHnsi Crar. HecMoTps Ha TO, 4TO crieuvdmyecke
B3aMMOZEICTBIS HE U3y4ankCh, MOXHO NPEANONOXUTb, YTO Apyre MHMOK-
Topbl BAY-npoTeasbl, kak, Hanpumep, CakBUHaBYp, a Takke MHMOUTOpbI M30-
thepmerta CYP3A4, Takue kak 3pUTPOMULVH, KNapUTPOMULIUH, U UTPaKOHa30n
1 rpeiincpyTOBbIA COK, MOTYT MOBbILLATL KOHLIGHTPaLWM Taaanaduna B nnas-
Me kposi. Ponb nepeHocukoB (Hanpumep, P-rmukonpoTenHa) B pacnpeaene-
HM Tapanadmna HeussecTHa. CylLECTBYET BO3MOXHOCTb NEKapCTBEHHOM
B3AVMO/IEICTBHS, ONIOCPEAO0BAHHOTO MHGIUPOBAHNEM NEPEHOCHVKOB.
CenextveHbIi MHayKkTop 3odepmerTa CYP3A4, pucdbamnuumH (B Aose 600 mr e
CYTKM), CHIDKAET 3KCMOVLMI0 OHOKPATHOI A03bl Taganadmna (AUC) Ha 88 % u
Crrax Ha 46 %, oTHOCKTENBHO AUC 1 BENM4UMH Crrax TOMBKO A1 OAHOTO Tafiana-
tuna. MoxHo npeanonararb, YTO OfHOBPEMEHHOE NPUMEHEHVE APYAX UHOYK-
TopoB 13othepmerTa CYP3A4 (Takux kak dheHobapbuTan, (heHuTouH uv kapba-
Ma3enyH) Taloke AOMKHO CHIDKATL KOHLIBHTPaLWM Taganaduna B nnasme Kpoeu.
(OHOBPEMEHHbIV MPYEM aHTaLAa (MarHus 'MAPOKCUA/antoMUHIS TuapoKeu)
¥ Taganadguna CHKaeT CKOPOCTb BCachiBaHuA Tafanadmna 6e3 uameHeHus
AUC ans Taganadmna.

Yeenuyenue pH xenyaka B pesynstate npuéma bnokatopa Hz-rucTaMiuHoBbIX
PeLienTopoB HU3aTWAMHA He OKa3blBano BNUSHUS Ha (hapMaKOKUHETKY Taja-
nacmna.

BesonacHocTb 1 aeKTUBHOCTL KOMOMHALMKM Taganadmna ¢ ApyrviMu Bi-
[JaMi TIeYeHIst HapyLUEHWIA 3peKLMM unu ApyrvMi uHmbuTopamn ®13-5 He
13y4anucb, No3TOMy NPUMEHEHe NOA0BHbIX KOMOUHALWIA He pekoMeHaYeTCs.

BnusHue madanacpuna Ha Opyaue npenapams!

M3secTHo, 4TO Tafanamn yCUnMBaeT rMNOTEH3MBHOE AEICTBME HUTPATOB.
370 NpOMCXOAUT B peynbTate afUTUBHOMO [ CTBUS HUTPATOB W Tajana-
(una Ha metabonmam okeuna asota Il (NO) u urMa. Moatomy npumererve
Tapanacuna Ha (oHe npuema HATPaToB NPOTMBOMOKA3AHO.

Tapanadun He OKa3bIBAET KIMHUYECKM 3HAYUMOTO [EWCTBUA HA KNMPEHC
npenaparos, MeTaBonuam KOTOpbIX MPOTeKaeT ¢ yyactueM uutoxpoma P450.
VccnenoBaHus noaTBEpANNM, YTO Taganadmun He MHMMGUPYET U He UHAYLMpY-
et u3ochepmenTsl CYP1A2, CYP3A4, CYP2CY, CYP2C19, CYP2D6, CYP2ET.
Tamanadun He OKa3blBaeT KIMHMYECKW 3HA4MMoro BnusHus Ha AUC
S-sapchapuHa unu R-BapdapuHa. Taganadmn He BNUsieT Ha aelicTene Bap-
(hapvHa B OTHOLLEHUM NPOTPOMOMHOBOTO BPEMEHMU.

Tapanadun He NOTEHLUMPYET YBENMYEHUe ANUTENbHOCTU KPOBOTEYEHNS, Bbl-
3BaHHOTO NPUEMOM aLETUNCANMLIUIOBOI KUCMOTHI.

Tapanadmn obnagaet CUCTEMHbIMU COCYA0PACLUMPSIOLLMIA CBOICTBAMM U
MOXET YCUNMBaTb [ENCTBUE MMNOTEH3MBHBIX NPenapaTos, HaNpaBMneHHoe Ha
CHIKEHME apTepuanbHoro AaeneHus. JoNONHUTENbHO Yy NaLMEHTOB, NpuHK-
MaBLUMX HECKOMbKO MMMOTEH3MBHBIX CPEACTB, Y KOTOPbIX apTepuanbHas -
MEpPTEH3Ns NNOXO KOHTponMpoBanack, Habniopanoc Heckonbko Gombluee
CHIKEHMe apTepuanbHoro AaBneHus. Y nogasnsiowiero GonblMHCTBA Na-
LIMEHTOB 3TO CHWKEHME He BblNo CBA3AHO C TMNOTEH3UBHBIMM CUMMTOMAMY.
MauveHTam, nonyuatoLLMM NeYeHIe TMNOTEH3MBHBIMIA Npenaparami 1 NpUHI-
MaloLLyM Taganacmun, JOmkHb! BbiTb JaHbl COOTBETCTBYIOWME KNMHUYECKUE
peKoMeHaaLMM.

He Habnioganoch 3HaYUMOTO CHKEHUA apTEPUANBbHOTO AABNEHUA NPY OfHO-
BPEMEHHOM NpYMeHeH 300poBbIMM 406POBOMbLIAMM Taaanacuna 1 cenek-
TMBHOTO anbasx-aapeHobnokatopa TamcynovHa.

OpnHoBpemeHHoe NpUMeHeHve Taanacina ¢ JOKCa303MHOM NPOTUBONOKa3a-
Ho. Mpu npumeHeHun Tananaduna 3nopoBbIMM JOGPOBONBLAMM, MPUHUMAB-
LUMMW OKCa303uH (4-8 Mr B cyTku), anbhas-aapeHobrokatop, Habnioganocs
YCUIEHIe rMNOTEH3MBHOrO AEVCTBUA JOKCA3031Ha. HexoTopble naLyeHTb! e-
MbITbIBaIA CHMNTOMbI, CBR3aHHBIE CO CHWKEHUEM apTEPUANbHOTO AABNIEHUS,
BKIH0Yast 0GMOpOK.

OpHOBPEMEHHbIN NpueM puoumryara ¢ uHmbutopami ®19-5, Bniovas Taga-
nacun, NPOTUBONOKa3aH, T.K. PUOLIMTYaT YCUNMBAET MMNOTEH3UBHOE AeiCTB1E
uHMbuTopos G3-5.

VccnenoBaHuin NexkapCTBEHHOMO B3auMoaeicTaus Taganaduna 1 UHmouTo-
pos S-anbga-peayKTasbl He MPOBOAUNOCH, NPU WX OJHOBPEMEHHOM Npueme
crieflyet cobnioaaTb 0CTOPOXHOCTb.



Tapanacun Bbi3blBaeT yBenu4eHue 61Uo[OCTYNHOCTU STUHWNACTPaaMona npu
npueme BHyTpb.

CxopHoe noBbILLeH1e BMOAOCTYNHOCTY MOXHO OX1AaTb Npy npueme TepbyTa-
NMHa, OAAHAKO KNMHUYECKVE NOCNEACTBMS HE YCTAHOBMEHbI.

Tapanadun He BAMAN Ha KOHLIEHTPaLWIO ankorons, paBHO Kak 1 arnkoronb He
BNUAN Ha KOHLIEHTPaLyio Taganaduna. Mpu Bbicokux Ao3ax ankoronst (0,7 rkr)
npvém Taganaduna He Bbl3blBan CTAaTUCTUYECKU 3HAUYMUMOTO CHIDKEHUS Cpea-
Heil BEeNUYMHBI apTepuanbHoro AaBneHns. Y HeKoTOpbIX nawueHToB Habnio-
[Janich MOCTypanbHOe rONOBOKPYXKEHUE W OPTOCTATUYECKAs MMOTEH3US.
Ipy npuéme Taganacuna B codeTaHuy ¢ Gonee HU3KAMM [03aMKM ankorons
(0,6 rlkr) CHWXEHMe apTepranbHOro AaBNeHus He Habnioaanocs, a FoNoBOKPY-
)KEHMe BO3HUKamO C TOV e 4aCTOTOM, YTO Ny NpyeMe OfHOTO anKoronsi.
Tapanadun He oka3blBaeT KNMHUYECKV 3HaYMMOro addekTa Ha (apMaKoky-
HETUKY Uni chapMakoavHaMUKy TeopUnnHa.

OCOBbIE YKA3AHUA

CexcyanbHasi akTMBHOCTb UMEET NOTEHLMANbHbIA PUCK ANS NALMEHTOB C cep-
[I4HO-COCYAMUCTbIMU 3aboneBaHunaMM. Mo3TOMy neyeHre 3peKTUNbHON Auc-
(yHKUWK, B TOM Yucne ¢ npenapatom Taganadun-C3, He criefiyeT npoBoauTL
Y MyX4¥H C TakuMu 3aBonesaH1sMm CepALA, NP KOTOpbIX CeKCyanbHas akTyB-
HOCTb He peKxoMeH0BaHa.

Mmetotcs cooBLLeHHSi O BOSHUKHOBEHWM Mpuanvama Npu NPUMEHEHNN MHMOH-
Topos ®13-5, BKrovas Taganadmn. MauueHTbl JomkHb! GbiTb NporHGopMU-
POBaHb! 0 He0BX0AMMOCTY HEMELLMEHHOTO 0BpaLLIeHS 33 MEAMULIMHCKOM NOMO-
LU0 B CNyyae BO3HUKHOBEHMS 3peKLyN, NPOfonKatoLLelics 4 yaca v Gonee.
HecBoeBpemeHHoe neyeHre npuaniama BeAeT K NOBPEXAEHMIO TKaHel nono-
BOTO 4reHa, B Pe3ynbTate Yero MOXeT HacTynuTb HeobpaTyMan UMNOTEHLMA.
BesonacHocTb v addpexTBHOCTb KomBHaLK npenapata Taganacdmn-C3 ¢ apy-
VMY MHMGUTOpaMu OL3-5 1 BuRaMM NEYeHUs SPEKTUBHOM ANCHYHKLMM He
m3ysanuco. MoatoMy npumeHeHme nopoBHbIX KOMOUHALMIA He PEKOMEHTYETCS.
Kak u apyve ®3-5 uHrmbuTopb!, Tananadun obnagaet CUCTEMHbIMU CO-
CyAOPaCLLMPSIOLLMMIA CBOVICTBAMM, YTO MOXET MPUBOAUTL K TPAH3UTOPHO-
My CHIKEHMIO apTepuanbHoro Aasnexus. Mepen HasHaueHuem npenapara
Tapanadun-C3 Bpau1 AOMKHBI TLLATENbHO PAacCMOTPETb BOMpoc, He ByayT
1M NaUVeHTbI C CepAEYHO-COCYAUCTLIM 3aBoneBaH1eM NOABEpraTbCs HexXe-
naTenbHoMy BO3AEHCTBMIO 3a CHET Takux COCYAopacMpsioLLx 3deKToB.
HeaprepuanbHas nepepHsis  MILEMMYECKas  ONTMYECKas  Heviponatus
(HATWOH) siBnsieTcst NPU4MHON HapyLUEHUs 3peHKs], BKIKOYas NONHYI0 noTe-
Pio 3peHus. VIMetoTes peakue NoCTMapKeTUHIOBbIEe COOBLLEHHS O CriyyasX pas-
BuTMs HAMMOH, no Bpemenu cBsi3aHHbIX ¢ npuemoM uHmbuTopos ®3-5. B
HacTosiLee BpemMs HEeBO3MOXHO onpefenutb, CyLLeCcTByeT N Npsamas CeA3b
mexay passutuem HAMUOH u npuemom uHrmbuTopos ®A3-5 unu apyrumi
hakTopamu. Bpaum LOmKHLI peKoMeH0BaTbL NaLyeHTaM B Criyyae BHe3anHom
MoTepy 3peHus NPeKkpaTUTL NpveM Taganaduna 1 0bpaTUTLCA 3a MeAVLIMH-
CKOVA NOMOLLbH0. Bpauy Takke AOMKHbI COOBLUMTL NaLeHTaM, YTo y noaei,
nepeHectunx HAMOH, nosbilweH puck nosTopHoro passuus HAMMOH.
MauvenTsl ¢ npeanonaraeMbIM avarHoom MK gomkHb! npoiy obicneo-
BaHue A UCKNIOYEHWs paka NpeACTaTensHOM Xenesbl.

OdhcextusHocTb npenapata Taganadun-C3 y naumeHToB, nepeHectumx xu-
PYPIU4ECKYI0 OnepaLiyiio Ha OpraHax Maroro Tasa Ui pavKanbHyio Heipoc-
BeperaioLLiyio NPOCTATIKTOMUIO, HEU3BECTHA.

BIIMAHUE HA CMOCOBHOCTb YMPABNATb TPAHCMOPTHbIMU
CPE[ICTBAMW, MEXAHWU3MAMU

B nepvion nevenms npenapatom Tapanadun-C3 Heobxopumo cobniopatb
OCTOPOXHOCTb NP BOXAEHUM aBTOTPAHCTIOPTA W 3aHATUSIMIA ADYTAMY NOTEH-
LiyanbHo ONacHbIMY BUZAMM AESTENbHOCTH, TPEGYIOLLMMM NOBBILUEHHOI KOH-
LIHTPaL{1A BHUMaHWs! 1 BbICTPOTBI MCUXOMOTOPHBIX PeaKLyi.

®OPMA BbIMYCKA

TabneTku, NOKPbITLIE NNEHOYHOM 0BONOHKOM, 5 Mr 1 20 Mr.

Mo 10 wunm 14 TabneTok (Ro3uposka 5 Mr) unu no 1, 2, 3, 4, 5, 6, 7, 8 wm
10 TabneTok (803vpoBKa 20 Mr) B YNakoBKY YEVKOBbIE KOHTYPHbIE 13 NNeHK!
MONMBUHUNXIOPUAHON M PONbIY aNKOMUHUEBON NEYATHON NaKUPOBAHHOM MW
(honbMv anioM1HYEBON C TEPMOCBAPUBAEMbIM MOKPbITUEM WM (PONbIV anio-
MMHVEBOI UMNOPTHON.

Mo 20 TabneTok B Ganku nonMmepHbie Tvna Bl 13 nonuatuneHa Huakoro Aas-
TIEHVS! C KPbILLKaMM 13 NONMITUNEHa BbICOKOrO AABNEHIS UM BO (hnakoHb! No-
NUMEPHbIE W3 NONUITUNEHA HUKOTO ABNEHIS C KDbILLKAMI U3 NONUATUNEHa
BbICOKOTO AAABNEHMS.

CBobopHOe NpOCTpaHCTBO B BaHkax v GhriakoHax 3anonHSIoT BAaTON MEAVLIAH-
CKOI MUrPOCKONYECKOIA.

Kaxxayto GaHky, cnakoH, 2, 3, 6 ynakoBok s4eMKoBbIX KOHTYPHbIX no 10 Ta-
6netok unm 1, 2 ynakoBky S4eiKoBbIe KOHTYPHbIE Mo 14 TabneTok (aosuposka
5 Mr), unu 1 ynakoBky s4eiikoByto KoHTYpHyto o 1,2, 3,4, 5, 6, 7, 8, 10 Tabne-
TOK WK 2 yNakoBKM S4EiKoBble KOHTYPHbIE no 6, 7, 10 TabneTok (4o3upoBka
20 Mr) BMECTE C MHCTPYKLMEN MO NPUMEHEHMIO MOMELLAIOT B Nayky KapTOHHYH.

YCNOBWA XPAHEHWUA
B 3awuieHHoM OT ceeTa MecTe, Npyu Temnepatype He Bbile 25 °C.
XpaHuTb B HeAOCTYNHOM AnA AeTel MecTe.

CPOK rOQHOCTK
3roga.
He NpUMEHATL N0 CTEYEHUM CPOKA FOAHOCTH, YKA3AHHOTO Ha yNaKoBKe.

YCNOBWA OTNYCKA
OtnyckatoT no peventy.

BIAZENEL PETUCTPALIMOHHOIO YAOCTOBEPEHUA
HAO «CesepHas 38e3na», Poccus
111524, r. Mockea, yn. OnexTpoaHas, 4. 2, CTp. 34, atax 2, nomeLw. 47

NPOU3BOAUTENb

IMpoussodcmeo 2omosoli nekapcmeeHHoU (hopMbl, NepeuyHasi ynakoeka,
8MOpUYHas ynakoeka

HAO «CegepHas 38e3na», Poccus

TNeHmHrpapckan 0bn., BceBonoxckuit MyHULMNanbHblil paitoH, Kyasmonoeckoe
TOpOCKOE nocenexue, T. n. KyasMonoBckui, yn. 3asoackas, A. 4
Bbinyckatouyutil KoHmpons kavecmea

HAO «CegepHas 38e3na», Poccus

JleHuHrpapckas 06n., BceBonoxckuin MyHuLMnanbHbIi paioH, KyasMonoeckoe
ropojickoe nocenexue, T. n. KyasMonoBckui, yn. 3asoackas, 4. 4, kopn. 1
Ten/cakc: (812) 309-21-77

OPIAHU3ALIMS, MPUHUMAIOLLAS MPETEH3UU NOTPEBUTENEN

HAO «CegepHas 38e3aa», Poccus

TNeHmHrpapckan 0bn., BceBonoxckuit MyHULMNanbHbIit paitoH, Kyasmonoeckoe
ropojickoe nocenexue, T. n. KyasMonosckui, yn. 3asozckas, A. 4, kopn. 1
Ten/dakc: (812) 309-21-77.

CeBepHas
SBE3IOA

MNpowu3soautcs B cooTBeTCTBUM €O cTaHAapTamu GMP (Good Manufacturing Practice).
3aKnioyeHus 0 COOTBETCTBUM NPOU3BOAMTENSA NEKAPCTBEHHBIX CPE/CTB ANA MEAULIMHCKOro NpUMeHeHus TpeboBaHuaM MpaBun opraHu3aLmm npous-
BOACTBA M KOHTPONSA KayecTBa NekapcTBeHHbIX CPEACTB BbiAaHbl MUHUCTEPCTBOM NPOMbILLNEHHOCTH U ToproBnu Poccuiickoi ®epepaumu.

Cepmudpukar GMP BbiaaH EBponeiickvum areHTCTBOM.



