OBILIASA XAPAKTEPUCTHUKA JIEKAPCTBEHHOI'O ITPEITAPATA

1. HAUMEHOBAHME JEKAPCTBEHHOI' O IIPEITAPATA
Tpubecran, 250 Mr, TaGIETKU, TOKPHITHIE TUICHOYHON 000JI0YKOM

2. KAYMECTBEHHBIN 1 KOJIMYECTBEHHBIA COCTAB
JlencTByolIee BEMECTBO: SKOPLEB CTEIFOIMXCS TPABbl SKCTPAKT.

Kaxxnas Ttabnerka, TOKpBITas TIUICHOYHOW 000104YKOM, comepxkutr: 250 Mr siKopiieB
CTEJTIOLIMXCSI TPAaBbl SKCTPAKT CyXol (COOTHOIEHHE ChIpbs M 3kcTpakra (35 — 45) : 1) ¢
COJIep’)KaHUEM CYMMBI ()ypOCTAHOJIOBBIX CAIOHWHOB B TIEPECYeTe Ha MPOTOAUOCIIMH HE MEHEe
112,5 mr.

ITonubrit NEpCUCHb BCIIOMOTaTCJIbHBIX BCHICCTB CM. B IIYHKTC 6.1.

3. JEKAPCTBEHHAS ®OPMA
TabeTku, MOKPHITHIC INICHOYHOH 000I0YKOH.

TabneTku Kpyrible, IBOSIKOBBIMYKJbIE, MOKPBITHIE IIEHOYHOW O000JIO0YKOM, KOPHUUHEBOTO
IBETA.

4. KIMHUYECKHUE JAHHBIE

4.1. IToka3aHusl K NPUMEHEHHIO

Tpubectan nmokazaH K NMPUMEHEHHIO Yy B3POCIBIX M JeTed crapmie 18 jeT B KOMIUIEKCHOH
Tepanuu Mpu:

- DPEKTWIHHOU MUCHYHKIINH, B TOM YUCIIE COMTPOBOKIAIONICHCS CHIDKEHUEM JIMOUI0;

- Oecruroguu y MYIKYHH, 00yCJIOBJICHHOM HUIUOTIaTHIECKOM
OJIUT0ACTEHOTEPATO300CTIepMHUEH (YMEHBIIICHHE KOJTMYECTBA U KAYeCTBA CIIEPMATO30HI0B
B BBIJICJICHHON CIepMe), OINEepaTHBHBIM BMEIIATEIBCTBOM TI0 TOBOJY BapHKOIIENe
(BapWKO3HOE pacCHIUpPEeHHE BEH CEMEHHOTO0 KaHATHKa SMYKa), HWMMYHOJOTHYECKOM
Oecrioaunu;

- JTUCIAMHIEMHH VISl CHHYKCHUST YPOBHS OOIIETO XOJIeCTepHHA.

4.2. Pe:xum 103MPOBaHUS U CIIOCO0 MPUMeEHEHHU s

Pexxnm 1o3upoBanus
IIpu »spektunbHOM nuchyHkumum u Oecruonuu: mo 1-2 Ttabnetku 3 pasa B JIEHb.
[IponomxurensHOCTh JedyeHuss He MeHee 90 nHel. Kypc nedeHHss MOXKHO NHOBTOPUTH IO
PEKOMEHTalliy Bpayva.

[Mpu mucnunuaeMun sl CHIDKEHUST YPOBHS OOIIEro XoJjecTepuHa: 1o 2 TabineTku 3 pasza B
nenb. Kypc - He MeHee 3 mecses.

[ToBTOpHBIE KYpChI — IO PEKOMEHIalliU Bpaya.



Cooco0 nmpuMeHeHnst
BHyTpb, 1IOCTIC €]TBI.

eTh
beszomacHocTh 1 3 pekTuBHOCTH y neTeii B Bo3pacte ot 0 1o 18 et e ycranoBieHsl. [laHHbIe
OTCYTCTBYIOT.

4.3. IIpoTuBONOKA3aAHUS

- 'umepuyBCTBUTENBHOCTH K JCHCTBYIONIEMY BEIIECTBY HJIM JFOOOMY BCIIOMOTAaTEIbHOMY
BEILIECTBY COCTaBa Mperapara, NepeuncieHHbIX B pa3zjaene 6.1.

- T'unepmna3zus npencraTeabHOM JKee3bl.

- Tspkenple cepAedHO-COCYQUCThIe 3a00seBaHus (MHCYIBT, HHPAPKT MUOKAp/a B TCUCHHE
HIOCJICIHETO TO/1a).

- Tsokenple, HeCTaOWIBHBIE W HEKOHTPOJHPYEMBIC CEPIACYHO-COCYAUCTHIC 3a00JEeBaHUS
(HecTaOWIIbHAsI CTEHOKAPMS, XPOHUYECKasl CepieyHast HEJIOCTATOYHOCTh C CUMIITOMAMU B
MIOKOE, CHHIPOM cJ1ab0CTH CHHYCOBOTO y3Jla WJIM TaKHue HApYyHICHUs MPOBOJUMOCTH Kak
CUHOATPHAIIbHBIN 00K, aTproBeHTpUKYIsipHas O6mokana Il unu 11 ctenenn, 6pagukapaus
< 50 ynapoB/MuH).

- Tloueunsie 3abosieBaHUs [TsKenaas MOYEYHAs HEIOCTATOYHOCTH (KIMPEHC KpeaTHHHHA
< 25 mu/mMuH wim kpeatuHuH > 180 MkMoITb/1)].

- Aueprusi Ha apaXxuCcOBBIN OEJIOK WIH COIO.

4.4. Ocobble yka3aHus U Mepbl MIPeI0CTOPOKHOCTH NPHU NPUMEHEeHUH

IIepen Tem kak HauaTh IPUEM IIpeNapara, CieayeT IPOKOHCYIbTUPOBATHCS C BPAYOM.

IIpu orcyrctBumM >¢¢exra Ha ¢GoHe Npuema mpenapata B TeueHHe | Mecsma ciegyer
00paTUTHCS K Bpayy.

Z[J'ISI n30eKaHUSI BO3MOYKHOTO pa3apaxaronero JEHUCTBUSA pemnapara TpI/I6CCTaH Ha CJIIU3UCTYIO
O6OJ'IO‘IKy JKeIIyaKa pPCKOMCHAYCTCA IIPUHHUMATD IIpeTiapaT MMocCJie €Abl.

BcnoMoraTenbHEIC BEIISCTBA

B o0omouke nekapCTBEHHOTO IMpemapaTa COAEPKUTCA COeBbI jenuTuH. [lanmeHtam c
aJUIepruel Ha apaxuCOBBIM OEJNIOK WJIM COK, HENb3s MPUMEHATH JTOT MpernapaTr Hu3-3a
MOBBIIIEHHOTO  PHUCKA  Pa3BUTHS  TSDKENBIX  aJUIGPTMUYECKUX — peakiuil  (BKiIrouas
aHa()UIAKTHYECKHH I110K).

4.5. BzaumojaeiicTBUsI ¢ JPYrHMHU JIEKAPCTBEHHBIMH INpenapaTamMM W JApyrue BH/bI
B3aNMOJAEHCTBHUSA

TpI/I6eCTaH MOKCT YCUJIINTDH JIeicTBUe ANYPCTUKOB U TIOTCHIUPOBATH TUIOTEH3UBHBIN S(I)(I)CKT
AHTUTUIICPTCH3UBHBIX CPCACTB.

4.6. ®epTUIBHOCTD, 0ePEMEHHOCTD H JIAKTALMS.

bepemeHHOCTH
He pexomenayercs npuMeHaTh TpuOecTaH npu OEPEMEHHOCTH B CBS3H C OTCYTCTBHEM

KIIMHAYECKUX JIaHHBIX, TMOATBEP)KIAIOIMX O€30MacHOCTh TMPUMEHEHHUs Ipenapara B ITH
TIEPUO/IBI.



I'pynHOE BCKapMIIMBAHHUE

He pexomennyercs npumeHars TpuOectaH B NepHOJ] IPYJHOTO BCKapMIIMBaHUS B CBSI3U C
OTCYTCTBHEM KJIMHUYECKMX JAaHHBIX, MOJATBEPXKIAIOMIMX O€30MacHOCTh NPUMEHEHHUS
rpenapara B 3TH IIEpUOBI.

DepTUNbHOCTL
OTCyTCTBYIOT JaHHBIE O MY>KCKOH HITH KEHCKON (pepTHIILHOCTH.

4.7. BiusiHMe Ha cOCOOHOCTH YNPABJATH TPAHCHOPTHBIMHU CPeACTBAMM U PadoTaTh ¢
MeXaHM3MaMH

Tpubectan He BIUSET Ha CIOCOOHOCTh K BBIMOJHEHUIO MOTEHIUATbHO OMACHBIX BUJIOB
NESTEIbHOCTH, TPEOYIOMMX TMOBBIIMICHHOW KOHIEHTPAIMM BHUMAaHUS U OBICTPOTHI
MICUXOMOTOPHBIX peakuuid (ympaBiieHHE aBTOTPAHCHOPTOM, paboTa € JBUKYLIIUMHUCS
MEXaHHU3MaMHu ).

4.8. HexenaTelbHbIE peaKIMU

Pesrome HexenaTenbHbIX peakiui

Crenyrone HeXelaTedbHbIE PEaKIUU KIacCH(UIMPOBAHBI COTJIACHO TPAJallidl YacTOTHI
BCTpeYaeMoCTH: o4eHb vacto (> 1/10), wacto (> 1/100 mo < 1/10), meuacro (= 1/1000 mo
<1/100), peaxo (= 1/10 000 no < 1/1000), ouens peako (< 1/10 000), yacToTa HEM3BECTHA (HA
OCHOBaHUH UMECIOIINXCS JJAHHBIX OIICHUTh HEBO3MOXKHO).

Kenyoouno-kuwieunvie HapyuieHus

YacroTa HEM3BECTHA: pa3pakarolee JeiCTBIE Ha CIU3UCTYIO0 000IOUKY JKeTyIKa (TOIIHOTA).
Hapywenus co cmoponvl ummynHou cucmembl

YacToTa HeM3BECTHA: aJUIEPrUUYECKUE PEAKLIUH.

Coo0b11eHne 0 1M0/103pPEBAEMbIX HEKEIaTeIbHbIX PEAKIIUAX

BaxxHo cooOmarb O 10J03peBaeMbIX HEXKENATEIbHBIX PEaKIUSIX IOCIe PpEerucTparuu
npernapara ¢ 1eJblo 00ecredeHus: HepPepbIBHOIO MOHUTOPHHTA COOTHOLIEHUS «I10JIb3a-PUCK»
JIEKapCTBEHHOT'0 Ipernapara. MeIunnHCcKUM paboTHUKAaM peKOMEHYeTCsl COOOIIATh O JIF0ObIX
[10/1I03PEBAEMBIX HEXKENATEIbHBIX PEAKIIUAX JIEKAPCTBEHHOT'O Mpenapara 4Yepe3 HallMOHaIbHbIE
CUCTEMBI COOOIIEHUS O HEXKEeNIaTeNbHbIX pEeaKIUsIX TrocyaapcTB-uieHoB EBpasuiickoro
SKOHOMMYECKOTO COI03a.

Poccuiickas @edepayus

®denepanpHas cayx0a o Haa30py B chepe 3apaBoOXpaHEHUS

109012, r. MockBa, CnaBsHCKas TUIomas, a. 4, ctp. 1

Temedon: +7 800 550 99 03

OnekrponHas nmouta: pharm@roszdravnadzor.gov.ru win npr@roszdravnadzor.gov.ru
Caiir: https://roszdravnadzor.gov.ru

Pecnybnuxa Apmenus

I'HKO «lleHTp 3KCnIepTU3bl J€KaApPCTB U MEIUIIUHCKUX TEXHOJIOTHUI»
Anpec: 0051 r. Epesan, np. Komuraca 49/5

Tenedon: +374-10-20-05-05, +374-96-22-05-05

On. moyta: vigilance@pharm.am



Wurepuer-caiit: http://www.pharm.am

Pecnybauxa benapyco

MunucrepctBo 3npaBooxpanenuss PecnyOnuku benapyces, PecnyOnmkanckoe YHuTapHOE
[Ipennpustue «Llentp Sxcneptus u McnsiTanuii B 3apaBooXpaHeHUN»

220037, r. MuHuck, niep. ToBapuieckuid, 2a

Tenedon/pakc: +375 (17) 242 00 29

DnexkrponHas moyra: recpl@rceth.by

Cait: www.rceth.by

Pecnybauxa Kazaxcman

PI'TI na I1XB «HanuoHanbHbIA HEHTP DKCIEPTU3bI JIEKAPCTBEHHBIX CPEACTB U MEAUIIMHCKUX
m3nenuit» Komurera MeaunuHCKoro u (hapMaleBTHUYECKOro KOHTposis MuHucTepcTBa
3npaBooxpanenus Pecnyonuku Kazaxcran

010000, r. Acrana, paiion baiikonsip, yn. A. Umanosa, 13, b1 «Hypcayner 2»

Enunsrii call-center: +7 (7172) 235 135

OnekrponHas nmoura: farm@dari.kz, pdlc@dari.kz

Caiit: www.ndda.kz

Kuvipevisckas Pecnyonuka

JlemapTaMeHT JIEKapCTBEHHBIX CPEACTB W MEAMIMHCKUAX W3ACIHA Npu MHHUCTEPCTBE
3npaBooxpanenust Keipreizckoii Pecrryomuku

720044, r. bumkek, yi. 3-s Jluaus, 25

Tenedon: + 996-312-21-92-86

Tenedon «opsueit muaum»: (0800) 800-26-26

Tenedon «Enunoro okna»: 21-92-78

daxkc: 21-05-08

OnexrponHas noura: dlsmi@pharm.kg

Caiir: http://www.dlsmi.kg

4.9. llepeno3upoBka

CuMOTOMBI

Her cooOmenuit o cinyuasx nepeno3upoBku mpenaparoMm Tpubecran. Ilpu npumenenun
mpernapara B 103aX, IPEBBIIIAIOIINX PEKOMEHAYEMbIE, BO3MOXHO MOSBIIEHUE TUCIETICHYECKUX
paccTpoicTB (TOLIHOTA, PBOTA).

Jleuenune

JleueHue cUMITOMAaTHYECKOE.

5. DPAPMAKOJIOTUYECKUE CBOMCTBA
5.1. ®apmakoauHaMHuYecKue CBOiicTBa

dapmakoTepaneBTUYECKass TIpylma: CpeacTBa, NMPUMEHSEMBbIE B YpPOJIOTHU; CPEICTBA IS
JICYEHUS SPEKTHIIBHOM TUCHYHKIUH.

Kon ATX: GO4BE.


mailto:rcpl@rceth.by

Mexanusm JieiicTBus U dapMakoauHamMudeckue 3 HeKTol

MexaHnu3m JeWCTBUS OKCTpaKTa SIKOPLEB CTENIOMIMXCS JO CHX I[Op HEU3BECTEH.
[Ipenmonaraercs, 4TO MpeoOiagaroniee BEIIECTBO MPOTOIUOCIHH METa0OIH3UpyeTCcs B
opranusme 10 naeruaposnuanapoctepona (DHEA), koTopslii okas3plBaeT OJIarONpHSATHBIA
3¢(}eKT Ha WMMYHUTET, LEJIOCTHOCTh KJIETOYHOW MEMOpaHBI, 3PEKTHIbHYIO (YHKIHIO U
MeTabonu3M xonecrtepuna. M3BecTHO, YTO XOnecTeprH SBIJISAETCS UCXOAHBIM BEILIECTBOM JIJIS
CHMHTE3a Bcex crepouaoB, BkmtouutTenbHo DHEA, TtecrocTtepoHa u 3cTpaavoia, 4YeM
oOBsicHsieTcst runonunuaemMuueckuid 3¢ ekt npenapara Tpubecrtan. [lpyrue akTUBHbBIE
(ypOCTaHOJIOBBIE CATIOHUHEI, BXOJISIINE B COCTaB IKCTPAKTA SIKOPIEB CTEIIOIINXCS, BEPOSITHO,
MOAYIHUPYIOT 3D (PEKT mpoToarOCIUHA.

Tpubecran oO0namaeT TrUMNONUNUAECMUYCCKHM J(PQPEKTOM, TMpHUYEeM Yy TAIMeHTOB C
JUMONPOTEUHEMHEH CHMXKaeT OOIIMH XOJIECTEPUH U JIMIONPOTEUAbl HU3KOM IJIOTHOCTH
(JITTHII), He BnusieT Ha 3HAUYEHUSI CBIBOPOTOYHBIX TPUTIIMLEPUIOB U JIUIIOIPOTENI0B BEICOKON
IJIOTHOCTH.

Tpubectan — cpelCTBO PACTUTENBHOTO MPOMCXOXKAEHUS, MOIy4aeMoOe I10 OpPUTHMHAIBHOU
TEXHOJIOTMU M3 HAJ3€MHOW 4YacTH pacTteHus skopisl cremtomuecs (Tribulus terrestris L.),
COJZIEPKUT MPEUMYILIECTBEHHO CTEPOMJIHbIE CAllOHMHBI (pypocTtaHosoBoro Tuma. Oka3bIBaeT
OOIIETOHM3UPYIOIIEE NEHCTBHE U CTUMYIUPYET HEKOTOphIe (DYHKIIMH ITTOJIOBOW CHUCTEMBL. Y
MYXKYUH BOCCTAHABIMBAET M YIYYllaeT CEKCyaJbHOE JUOWUIO, YAJIMHSIET BPEMS SPEKIHH.
CruMynupyeT ciepMaTOreHes3, yBeJIn4uBasi KOJIMYECTBO CIIEPMATO30UI0B U UX MOABUKHOCTD.

5.2. dapmakoKHHETHYECKHUE CBOIiCTBA

dapMaKoIOrHuecKUe UCCIIEIOBaHMS Y JII0/IeH HE IPOBOAMIIUCH. SIKOPIIEB CTETIOMINXCS TPABbI
HKCTPAKT CYXOH COJAEPXKHUT KOMIUJIEKC OMOJIOIMYECKH AaKTHUBHBIX BEIIECTB, B CBSI3U C YeM
npoBesieHne (papMaKOKMHETHYECKUX UCCIIE0BAaHUM HE MPEICTaBIIAETCS BO3MOXKHBIM.

6. PAPMAIIEBTUYECKHUE CBOMCTBA

6.1. [lepeuyeHb BcioMoOraTebHbIX BelIeCTB
LEJUTI0I03a MUKpOKpucTaimnueckast (tun 101)
KPEMHHUS JUOKCUJ KOJJIOUIHBIN, 0€3BOIHBIN
noBumoH K25

KPOCIIOBUJIOH

MarHusi creapar

TaJIbK

Ob6onouka:

Omnanpaii (Opadry AMB brown):

MTOJINBUHUJIOBBIN CIIUPT (YACTHYHO THUAPOIU3UPOBAHHBIN)
TaIbK

TUTaHa JUOKCHU]]

JKeye3a OKCUJ KpaCHBIN

JKeJe3a OKCUJ YepHBII

JKeJie3a OKCHUJL JKEITHIN

JICITUTUH COEBBIN

Kame/lb KCAHTaHOBas



6.2. HecoBMecTHMOCTH
He npumenumo

6.3. Cpok rogHocTH (CpoOK XpaHeHus1)
S neT

6.4. OcoOble Mepbl NPEAOCTOPOKHOCTH NPH XPAHEHUH
He Tpebyer crienuanbHBIX YCIOBHUN XpaHEHUS.
XpaHUTh B OPUTHHAILHOM yITaKOBKe (OJUcTep B Mavke).

6.5. ®opma BeIMycKa U YIIAKOBKA
I[To 10 TabGneTOK, MOKPBITHIX IUICHOYHOW 00o00oukoi, B Ommcrep u3 IIBX-muieHkun u
ATIOMUHHUEBOU (DOJIBTH.

ITo 6 nnu 18 6aucTepoB BMECTE C IMCTKOM-BKJIA/IBIIIEM B AUKY KAPTOHHYIO.

JUia mayky KapTOHHOM 18 OIMCTEpOB JOMYCKAaeTCs HCIOJb30BAHHWE KOHTPOJSI MEPBOIO
BCKPBITUS YHakoBKHM (mepdoparusi, MNpo3pauHblii CTHKEp, OOKaTka IayKd KapTOHHOW
MIPO3payHON OJUITUIICHOBOM TUIEHKOM).

6.6. Oco0ble Mepbl TMPEAOCTOPOKHOCTH TPH YHHYTOKEHHHM WCHOJIb30BAHHOIO
JIEKAPCTBEHHOI0 Ipenapara MJIM OTXO0A0B, IMOJYYEeHHbIX MocJe TPHMEHEeHus
JIEKApPCTBEHHOI'0 MpenaparTa WM Apyrue MaHUNyJIsIMHU ¢ NpenapaToM

Hert oco0b1x TpeOoBaHuii.
7. AEP/KATEJIb PETUCTPAIIMOHHOTI' O YIOCTOBEPEHN A

bonrapus

CO®PAPMA AO

Wnuenckoe mocce 16, Codus 1220, bonrapus
16 lliensko Shosse Str., Sofia 1220, Bulgaria
Tenedon: +359 2 81 34 200

dakc: +359 2 936 02 86

DnektponHas mouta: mail@sopharma.bg

7.1. IIpeacTaBUTENb A€PKATEISI PETHCTPAIMOHHOIO YA0CTOBEPEHUsI
[IpeTeH3un moTpeduTEIeH HAIPABIATh MO AJIPECY:

Poccuiickas @edepayus

000 «Codapma Pycy»

127030, r. MockBa, BH.Tep.T. M.0. TBepckoit, yn. HoBocnoboackas, 1. 31, ctp. 4
Tenedon: +7 (495) 127 1011

DnekTpoHHas nouta: info@sopharmagroup.ru

Pecnybnuxa Apmenus

[IpencraButensctBo AO «Codapmay B ['py3un u Apmenun
0194, 27r, yn. Anama Munkesuua, Tounucu, I'py3us
Tenedon: +995 32 291 36 21

Mo6: +995 577 52 31 00

Dnexkrponnas moyra: info@sopharmagroup.ru


mailto:mail@sopharma.bg

Pecnybauxa Benapyco

[IpencraButensctBo AO «Codapma» (Pecmybnmka bonrapus) B Pecyonuke benapych
220005, r. MuHnck, np-T [Tobenureneit, 7a, oduc 33

Tenedpon/dDaxc: +375 17 242-82-92

OnekrponHas moura: info@sopharmagroup.ru

Pecnybnuxa Kazaxcman u Kvipewvizckas Pecnyoauxa

«Codapma Kazaxcran» ToBapuIecTBO ¢ OrpaHWYEHHON OTBETCTBEHHOCTBHIO B T. AJIMATHI,
Ka3zaxcran

050046, r. Anmartsl, yi. Eruz6aesa 3, kopryc 9, oduc 298

Tenedon: +7 (727) 325 70 00

Dnektponnas mouta: info@sopharmagroup.ru

8. HOMEP PETUCTPALIMOHHOI'O YAOCTOBEPEHUA

9. IATA IEPBUYHOM PETMCTPAIIMA (ITOJATBEPXKJIEHUS PETUCTPALIMY,
HNEPEPEI'UCTPALINN)
JlaTta mepBoil peructparuu:

10. JATA HEPECMOTPA TEKCTA

OOmiass  xapakTepuCTHKa JIEKApCTBEHHOro  mpemapara TpubectaH  JOCTyllHa Ha
nHpOpMalMOHHOM mopTane EBpa3uiickoro 3KOHOMMYECKOI'O CO103a B HH(POPMALMOHHO-
KOMMYHHUKaIIHOHHOU cetn «MuTepueT» http://eec.eaeunion.org/.



