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I. OO6uwme crenenus

. HaumeHOBaHHE I€KapCTBEHHOTO npemnapara i  BETEPHHAPHOIO
IPUMEHEHH S

MexyHapoqHOE  HENAaTEHTOBAHHOE  HAWMEHOBAHEE JIeHCTBYIOIIETO
BewmecTsa: ['abanentur (Gabapentinum);

Toprogoe HaNMEHOBaHUE: ['abanenTur-ACTPA TaOJIeTKH
(Gabapentin-ASTRA tabulettae).

2. JlexapcTeennas GpopMa: TabIeTKH AN IpreMa BHYTPb.

I"abanentun-ACTPA TaGneTky BEUTYCKAIOT B IISTH JO3UPOBKAX, COMAEPIKAIIIMX
B Ka4eCTBe JNEHCTBYIOIIETO BEIIECTRA!

- «'abamentun-ACTPA tabnerku 50 Mr» ¢ COIepXaHUEM B OIHON TablleTKe,
Macco# 129 mr, rabanentuna - 50 mr;

- «l"abanenTun-ACTPA Tabnetku 200 MI» ¢ comepiKaHUeM B OXHOM TabieTke,
Maccowt 515 mr, rabanentuna - 200 mr;

- «labanenTun-ACTPA Tabretkn 300 MI» ¢ comepxaHueM B OIHOM TableTKe,
Maccoit 772,5 mr, rabanentuna - 300 mr;
- «l"abarentun-ACTPA tabnerku 400 Mr» ¢ conmepXaHueM B OHOM TabneTke,
macco 1030 mr, rabarentuna - 400 mr;
- «l'abanenTuH-ACTPA Tabierxku 800 Mry c COACPIKaHEM B OIHOU Tabierke,
maccon 2060 mr, rabanenTtura - 800 mr.

B xauectse Bcromoratensnbix Bemecte ['abamentun-ACTPA Ta6ieTku
COACPKHUT: JIAKTO3B! MOHOTHPAT, MUKPOKPUCTAIIMYECKYIO LEILTION03Y, KPaXMa
NPEKETATHHU3UPOBAHHEIH, HATPHI KPOCKAPMENIO3y, HATPHS CTeapuidyMapar,
mnpomenno3y, CMECE JJIA IIOKPBITUS 000JIOUKOLL.

Ilo BHewHeMy BHIy JIEKApCTBEHHBIH Mperapar IpeICTaBisIeT cobol
T8.6JT€TKI/I ABOSIKOBBIITYKIIBIC KPYTTIOH hOPMEI, C KpeCTOOOPA3HOM PHCKON HA OIHOMN
CTOPOHE, OT CBETJIO - 3EJIEHOT0 IO TEMHO - 3€JIEHOIO IIBETA, TOKPHITHIE IIEHOYHOMN
000JIOYKOH,




CpOoK rofHOCTH IIpenapata Ipy COOTIONEHNN YCIOBUI XpaHEHUs B 3aKPLITOR
YITAKOBKE IIPOU3BOAUTENS — 2 TOa CO JTHS MPOU3BOICTBA.

Janpemaercs DpUMEHEeHNe JIeKapCTBeHHOTo npenapara ['abanmentun-ACTPA
TaOJIETKH 110 UCTEYEHUM CPOKA TOTHOCTH.

4. JlexapCTBEHHBIN IIperapaT BHITYCKAIOT PachacOBAHHEIM:

- «labanentua-ACTPA Tabmetkm 50 wmr» u  «abanentun-ACTPA
Tabnetku 200 Mr»: 2 tabmetku no 1 Grucrepy wim 4 6amcrepa; 8 TabNeToK IIo
1 6nuctepy wim 4 Giuctepa;

- «l'abanenTur-ACTPA tabnetku 300 mr»: 2 Tabnetkw mo 1 Gnucrepy;
4 TabneTku o 2 6muctepa; 10 Tabierox mo 1 wiw 3 GimcTepa;

- «I"abaneHTHH-ACTPA Tabnetku 400 mr» u «abamentun-ACTPA tabneTkn
800 mr»: 2 TabneTku no 1 6nucrepy; 4 Tabuerky 1o 2 6ucrepa.

bicTephl moMemaroT B KapTOHHYIO auKy ¢ HHCTPYKUHUEH 110 MPHMEHEHHIO.

5. XpaHaT JeKapcTBeHHBIN mnpenapar [‘abamentun-ACTPA Tabietkn B
3aKPBITO! yIAKOBKE IPOU3BOJUTEIL, OT/IEIBHO OT IIUIIEBHIX [IPOIYKTOB ¥ KOPMOB,
IIp4 TemIepaType He Boime 25 °C.

6. Jlexapcreenunrli mnpenapar ['abanenTuH-ACTPA TabieTkd Xpadar B
HEIOCTYIIHOM JJIS IeTeH MecTe.

7. Hewncnmonp3oBaHHBIN JeKapcTBeHHBIH mpemapar I'abamentns-ACTPA
TaOJeTKH YTHIM3HPYIOT B COOTBETCTBHH C TpeOOBaHMAMH JIeHCTBYIOIIETO
3aKOHO/IATEbCTRA.

3. JlexapcTeennsl npenapar ['abanenTuH- ACTPA TabieTku oTmyckaercs 6e3
perernra.

II. ®apmaxonoruueckue (OMOIOrUIecKre) CBOHCTBA

9. I'aGanenTun-ACTPA Tabnerku OTHOCHTCS K (apMakoTepaneBTUUECKON
IpyIIIe IPOTUBOCYIOPOXKHBIEC CPEACTRA.

10. CrpyxTypHO rabaneHTHH HaIlOMUHAET HelpoMeauaTop
ramMma-aMuEomMacisigyto kucinory (I'AMK), HO He BimsgeT Ha eé CBA3BLIBAHMUE,
Ioryiomenye Wy pasnoxenuwe. OcHoBHOM — dapmaxonormueckuit s dexT
rabarieHTHHa 3aKII0YaeTCs B ONOKMPOBAHHK KaJbIMEBBIX KaHAIOB B HEPBHBIX
OKOHYAHUAX. JTO NPHUBOJAUT K YMEHBIICHHIO BBICBOOOXKIEHHS BO30YKIArOIIMX
HEUPOTPAaHCMHUTTEPOB W3 IPECHHANTHYECKUX HEHpPOHOB, YTO B CBOKIO Ouepelb
NONAaBNIAET H30BITOYHYIO aKTUBALMIO HEWPOHOB, OTBETCTBEHHEIX 3a pasBUTHE
CyZopor 1 O0JIEeBEIX ONIYIICHUH.

IIpu Helipomatudeckod Gomu raGameHTHH IeHCTBYEeT KOMILIEKCHO, CHIDKAS
HEHpOHHYIO BO30yIMMOCTH, OTpPAHMYMBAS BBICBOOOXIEHHE IIOTEHIHMAILHO
TOKCUYHEIX BELIECTB (IIyTaMaT, HeHPOTPaHCMUTITEPEl MOHOAMUHOBON TPYITIIEL) U
ycunuBasg TopMosHele MexaHusMel B ITHC, 9To B COBOKYMHOCTH IIOMOI4aer
IIPeIOTBPAaTUTE T'HOeNh HeHPOHOB.

IlepopanbHas OMOZOCTYIHOCTH raballeHTHHA § JOMAIUHMX KOIIeK M cobax
cocrasisgeT Npuonu3uTensHo 90%. "abarmeHTHH MPaKTHIeCKH HE CBA3BIBACTCS C
OenKaMH IIa3Mbl, BEIBOJUTCS IOUKAMU B HEH3MEHHOM BHIE, He IOIBEPraeTCs

MeTaboNu3My B OpraHH3Me KOIIEK, y cO0ak — YacTHYHO MeTaboImM3upyercs B
IIeYEHH.




L |

Kimperc rabaneHTriHa W3 M1a3Mbl CHEKAETCS Y TIOXKVIIBIX JKMBOTHEIX I y
KHBOTHBIX € HapymeHueM QyHKiuu modek. KOHCTaHTa CKOpOCTH BEIBEJEHHS,
KJIMPEHC U3 IUIa3Mbl ¥ LI0YEYHBIH KIMPEHC IPSMO IIPONOPUHOHAIBHE KIUPEHCY
KpeaTHWHA. [ 'abanenTus BEIBOUTCS U3 IUTA3MEI IPH FeMOHATH3E.

abanentus-ACTPA TableTky IO CTermeHu BO3IEUCTBUS HA OpraHu3M
OTHOCHTCS K MaJIOOTIACHBIM BemecTBaM (4 kinace onacuocty 1o 'OCT 12.1.007-76),
B PEKOMEHIYEMbIX N103aX HE OKAa3bIBAET SMOPUOTOKCHYECKOTO, TEPATOIEHHOTO U
CEHCUOMIHU3UPYIOIIEro NeHCTBH.

III. ITopsnoox npumMeHneHns

11. JlexapcrBenusii npemapar I'aGamenTus-ACTPA Tabnerku IIPAMEHSIOT
KOIIIKaM U cO0aKaM:

- B KOMIUIEKCHOH Tepalliy NpH HeHpOomaTHdecKux (HeHpOreHHBIX) GOMNSIX 1
cyzoporax.

- JULL KOPPEKIUH IOBEICHYCCKUX PEaKIUM, CBI3aHHEIX CO CTPECCOM;

- AUl CHIDKCHHS CTENECHM BO3OYXIEHHMS NPH TPaHCHIOPTHPOBKE, IPYMHUHTE,
TPOMKHMX 3BYKaX, DasyKe C XO3SHHOM, IOCEIICHHH BETEPUHAPHBIX KIMHUK K
NpeOBIBAHUMY B YCIOBUSIX CTAIIHOHAPA,

12. IIpoTUBONOKA32aHHWEM K IPUMEHEHMIO JIeKapCTBEHHOro I aGareHTH-
ACTPA Talnetkn fBIACTCA WHIUBUIYATBHAS HENEPEHOCHMOCT KOMIIOHEHTOR
npenapara. Ilpenmapar cremyer HasHaYaTh ¢ OCTOPOXHOCTEIO SKHBOTHBIM C
IIaTOJIOTHEN IIOYEK.

13. Ilpu pabore c mekapcrBeHHBIM mpemapatom [abamentur-ACTPA
TabJeTKU CrefyeT coOirofats OOLIWe IIpaBHiia JMYHON THIHEHS! H TeXHUKM
06e3011aCHOCTH, IPeTyCMOTpPEHHbIe IIPH PaboTe ¢ JeKapCTBEHHBIM IIpenapaTaMu.
JIFOISIM ¢ THIIEPYYBCTBUTENBHOCTEIO K KOMITOHEHTAM JIEKAPCTBEHHOIO IIperapaTa
CIIenyeT u3beraTh IPIMOro KOHTAKTA C JIKapCTBEHHEIM MperapaToM I aGanenTH-
ACTPA Tabnerxu. Bo Bpems paGoTHI ¢ JTeKapCTBEHHBIM npenapaToM ["abanenTrH-
ACTPA TabneTku 3ampemaeTcs: KypuTs, TUTh U IPHHIMATS nuy. Ilo okonvannu
paboThl ¢ MpenapaToM PYKU CIEIYeT BBIMBITH TEIUION BOIOH C MBLIOM. ITycryro
YIIAKOBKY OT Ipelapara 3alpeliaeTcs HCIIONb30BaTh A OBITOBBIX Iiejei, oHa
IOMJICXKUT YTUIM3ALHUH C OBITOBBIMU OTXOIAMH.

IIpu crydaifHOM KOHTaKTe JIeKapCTBEHHOTO npenapata ['abamenTnn-ACTPA
TabJICTKY C KOXKEHN MIIM CIM3UCTHIME 000I0YKAMH Ij1a3, Hoca, pra uX HeoOXO0IUMO
HOMCJIEHHO IIPOMBITH GOJNBIIMM KONMYECTBOM BOMEL B Cilydyae MOSBIEHHS
QUICPriYeCKUX PeaklMi MIM IPU ClyqaifHOM IIONaIaHuy JeKapCTBEHHOTO
IIperapata B OPraHu3M YeJI0BEKa ClleyeT HEMEUIeHHO 0OPaTHTHCS B MEIUIIHHCKOE
yapexzenue (npu cebe MMETh HHCTPYKIMIO IO IIPHMEHEHWEO upernapara FIn
YIIAKOBKY).

14. besonacHoCTh TpEMeHeHMs rabaneHTHHA GepeMeHHBIM H KOPMSIIAM
CaMKaM He H3ydeHa, II03TOMY NperapaT He PEKOMEHIOBAH IaHHBEIM KATETrOPHsIM
’KUBOTHBIX.

15. Jlexapcrenmeiit npenapar abanentun-ACTPA Ta6reTk IIPUMEHSFOT
KOIIKaM U cobaKaM HepopalbHO, MPHHYIHTEIBHO, Ha KOpeHb A3bIKa 3a 1,5-2 yaca




JI0 HACTYIIEHHs cTpece-(axropa. JomycTuMo neneHue TableTKu Ha IBe PaBHBIE
YacTH.

Hosy mnpenapara, KpaTHOCTh HpHEMA U Kype HpPHMEHEHHS nogoupaer
BETePUHAPHEIN Bpay WHIAWBUIYAIBLHO.

Pexomenmyemple CyTOUHBIE MO3BI MpUMEHEHHS I Komek - 10-30 mr/kr
MacChl Tea XHMBOTHOrO, 1 cobak - 20-80 MI/KT Maccel Tela >KHBOTHOLO.
CyTouHble O3Bl MOXHO pasjenuTh Ha 2-3 paBHbIE 9aCTH ¥ JaBaTh Yyepes paBHEBIe
BpEMEHHEBIE UHTEPBAIEI.

Jledenne crmemyer HaYMHATE ¢ MMHEMAILHBIX 103 C IOCTCICHHEIM MX
YBCGIMICHUCM 0 NOCTHKEHIA TeparieBTuIeckoro spdexra. Illar yBemmaerus 10351
3aBUCUT OT BHJIA M MAacChl JXUBOTHOIO, THIIa HEPBHOM NEATEILHOCTH U CTEIICHH
B030y xneHuA. [IpOIOIKHTEIBHOCT IPHMEHEHYSL IperapaTa OIpeaesIsieT Jedalui
BETEPUHAPHEIH Bpad B 3aBUCHMOCTH OT THArHO3a. [IpH HEOGXOAMMOCTH BO3MOIKHO
TOKU3HEHHOE HasHAICHUE NIPENapaTa [0 PEry IAPHEIM KOHTPOIEM BeTePHHAPHOTO
Bpaya.
Pemrenne 0 BO3MOXHOCTH YBENHYEHWs NO3BI H/HITH IIPOJOIDKUTENHHOCTH
IIPUMEHEHHS MOXKET OBITH [PHHATO TONBKO JIEYAIliM BETEPUHAPHEIM BpPadyOM.

B xadecTse npemapara [t CHTYalMOHHON KOPPEKLIMHA TTOBEIEHHS BO3MOKHO
OJTHOKPaTHOE IIPHUMEHEHHE.

MoxHO KCII0TB30BaTh Pa3IUYHEE TO3UPOBKH TaGIETOK, pacCYUTHIBAS 103y
HCXOJIA U3 MACChI Tella JXUBOTHOT'O U KPATHOCTH BBEICHUS.

st ynoGerea pexomennyercs mpumenerue «aGanentua-ACTPA TaGieTku
50 Mr» - JKHBOTHBIM Maccol Tena ot 2 kr, « aGanenTur-ACTPA taGierxa 200 MTI»
- ot 5 kr, «['abamentun-ACTPA Ta6merku 300 mr» — or 10 kr, «["abamenTun-
ACTPA tabnerxu 400 mr» - ot 20 kr, «abamentua-ACTPA taGrerku 800 MDY -
JKUBOTHEIM Maccol Tesa ot 30 Kr.

16. Ilpn mnpumeHeHHH JeKapcTBeHHOro mpemapara I aGamentmr-ACTPA
TabJIETKH B COOTBETCTBHY C HHCTPYKIHEH TOGOYHBIX SBICHMH 1 OCJIOXKHEHUH, KaK
NpaBuIo,  He  Habmomaerca. Ilpy  IOBBIIEHHOMN HHIMBUTyalIbHON
HYBCTBHTEIBHOCTH K IpEeNapaTy M IPOSBIEHHH aJUIEPIHYeCKUX PEeakKLiil ero
IPEMEHEHHUE IPEKPAIIAIOT, JKUBOTHOMY HA3HAYAKOT aHTHTHCTAMUHHEIE TIPeIapaThl
1 IpyTHe CPeNCTBa CUMITOMATHYECKO! Tepanuy. Bo3MoKHbIe [T060YHEIE peaKiiiy
Ha raballeHTHH: CENAlus, aTaKCHs, HapyIleHue KOOp I UHAIIH, HUCTarM, Tpemop,
pBOTA.

B ciygae BO3HHKHOBEHS M3OEITOYHOIO CEIATUBHOTO s dexra or mpenapara
Y KOILEK MU CO0aK, OH IPOXOMHT B TedeHHe 6—8 YaCOB CaMOCTOSTELHO.

B cnyuae memocTaTouHOH wim Ype3MEpHOH Celaluy, Npu CIIeyXOIIeM
[PUMEHCHHUHN TIperiapata 103y YBEIMYUBAXOT THOO CHMKAIOT, HA 25-50 % oT
IIpe IBIAYIIEH.

17. CramriTomamu Tiepejo3HpOBKY ABNSIOTCS COHIUBOCTS, MUOpeNIaKcamus u
aTaKcus, KOTOPbIE, KaK IPAaBHIIO, IPOXOIAT CAMOCTOSTENbHO. IIpy He0GX0MMMOCTH
BO3MOXXHO IIPIMEHEHHE CUMIITOMATHYECKON TEPAIUH.

18. 'abamenTHH HEe NOgBEpraeTCs 3HAYUTEIbHOMY MeTa00TIHM3MY M He BIHSeT
Ha MeTaboNu3M JDPYIUX HPOTHBOSIHIEITHYECKIX JIEKapCTBEHHBIX CPELCTB.
bronocrynmHoCcTE rafameHTHHA CHYDKAeTCs IpY OJHOBPEMEHHOM IIpHEME C




AHTALMIAMH; HEOOXOIMMO BBINEPXKATH KAK MUHEMYM 2-4acOBOM HHTEPBAJ IIpU
COBMECTHOM Ha3Ha4YeHWU raballeHTHHA W aHTAlMIOB. | abameHTuH He clenyer
IPUMEHATE  ONHOBPEMEHHO €  OPYIMMU  JIEKAPCTBEHHBIMH  CPEICTBAMY,
OKA3bIBAIOMIMMI YTHETAIOIIEE NEHCTBIEe Ha LEHTPANBHYI0 HEPBHYIO CHCTEMY, B
CBSI3U C IIOBBIIIEHNEM TOKCHYIHOCTH.

19. Ocobennocrell neficTBUSI B HaYaje pueMa He oTMeveHo. I pu qnurensaom
[IPAIMCHCHMH B BBICOKHMX J103aX BO3SMOXHO DasBUTHE IPUBBIKAHUS, IIPH OTMEHE
lIpeliapara BO3SMOXKHO YCHIICHHe CHMIITOMOB, IIOBBIIICHHAsT BO30Y JMMOCT.

20. Cnenyer msberars IpoIycka odepemHOM 1035l npenapara, Tak Kax 3To
MOXET TIPHBECTH K CHIDKEHHIO TEpPaIleBTUYECKOH adbextuBHOCTH. B ciyuae
IIPOITyCKa OMHOM JO3bI IPUMEHEHHE IIperapaTa Bo300HOBISIOT B TOM Ke J03€ 110
To e cxeme. He nmomycKkaeTcs IpeBbIenre peKOMEHIYeMOM 03I Ipenapara Iy
KOMIICHCaluu nporrymeHHofI.

21. JlexapcTBenHEI  mpemapar  I'abamenTH-ACTPA  TaGnerkd  He
[IpeHa3HaYEeH I IPUMEHEHNS IPOTYKTHBHEIM KIUBOTHEIM.

Hanvenosanue 5§ anpec  OOO «HBIT «Actpadapm»: 117246,
IIPOM3BOICTBEHHOM nnomanky . Mocksa, Haywmsrit mpoesn, 1.20, ctp.3
IIPOU3BOIUTENLSL JexapcrBeHHOro  Ten.: (495) 785-83-50.

mpenapara TUTST BETEPUHAPHOIO

[IPIMEHCHUSL.

Hawnmenosanme, ampec oprammsammm, 00O «HBII «Actpadapm»: 117246,
YIOTHOMOYEHHOH  IepxaTeneM  wad  T. Mocksa, Hayqnerii npoesn, 1.20, cTp.3,

BJIaIEIbIIEM PETUCTPAllMOHHOTO 3T/mIoM/koM 3/1/35.
YAOCTOBEPEHUS JexapcTBeHHOTO Ten.: (495) 785-83-50.
IIpernapara Ha IPUHITHE INPETEH3HH OT

IIOTPEOUTES.
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