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Howmep peructpaiinoHHOro yaocrosepeHusi: 77-3-6.26-5485NelIBP-3-6.26/04181

I. OOGuue cBeneHHs

1. HaumeHoBaHME JIEKapCTBEHHOIO IIpemnapara Uil BETEPHHAPHOIO
IPUMEHEHHUS

MexayHapoqHOe  HEMAaTeHTOBAHHOE  HANMEHOBaHUE  JIEHWCTBYIOIIErO
BemlectBa: ['abanentun (Gabapentinum);

Toprosoe HalMEHOBaHHE: ['abanenTun-ACTPA TabNIeTKH
(Gabapentin-ASTRA tabulettae).

2. JlekapcTBeHHas popma: TabIETKHU A IpUeMa BHYTPb.

["abanenTrH-ACTPA Ta61eTKy BBIITyCKAIOT B IISTU TO3UPOBKAX, COMEPIKALIMX
B Ka4eCTBE JIeWCTBYIOIIETO BELIECTBA!

- «['abanenTHH-ACTPA Tabnetku 50 Mr» ¢ comepxaHueM B OIHOM TabIeTKe,
Maccoit 129 mr, rabanentuna - 50 mr;

- «["abanmenTuH-ACTPA Tabnerku 200 Mr» ¢ comepxaHHeM B OJHOM TabieTke,
Maccoi 515 mr, rabanentuna - 200 mr;

- «["abanenTuH-ACTPA Tabnerku 300 Mr» ¢ comepxaHueM B OJHOM TabJIEeTKe,
maccoi 772,5 mr, rabanentuna - 300 mr;
- «I"abarenTH-ACTPA Tabnerku 400 Mr» ¢ comepaHueM B OJHOM TaOJIeTKe,
maccoi 1030 mr, rabanentuna - 400 mr;
- «abanenTuH-ACTPA Tabnetku 800 Mr» c comepxaHueM B OJHOH TalleTKe,
Maccoi 2060 mr, rabanentuHa - 800 mr.

B kadectBe BcromorarenbHbIX BellecTB ['abameHTHH-ACTPA Tabnerku
COJIEPIKHUT: JTAKTO3BI MOHOTHPAT, MUKPOKPHCTAIUIMYECKYIO LIEIUTI0NI03Y, Kpaxmal
TpeXeNaTHHA3NPOBAHHBIN, HATPUH KPOCKapMeJIo3y, HaTpHs cTeapuiipymapar,
TUIIPOMEJIIO3Y, CMECh JUISl OKPBITUS 000I0UKOA.

3. ITo BHemHeMy BHUIYy JIEKapCTBEHHBIA IIpenapaT IpeACTaBlseT coOoi
TaONEeTKH ABOSKOBBIMTYKJIbIE KPYTIIOi POPMBI, C KpeCTOOOPa3HOHM PHCKOM Ha OHOM
CTOPOHE, OT CBETJIO - 3eIEHOT0 10 TEMHO - 3€JIEHOr0 BETa, IIOKPBITHIC INIEHOYHOH

000JI0YKOH.



CpoK rOAHOCTH IIpenapaTa Ipy COOJIOJEHUH YCIOBUM XpaHEHHs B 3aKPBITOH
yIIaKOBKe MPOU3BOJUTENS — 2 TOJa CO JIHS [IPOU3BOJICTBA.

3anperaercsi IpUMEHeHHe JeKapcTBeHHoro npenapara ['abanenTun-ACTPA
TaOJIETKH 10 UCTEYEHUH CPOKa TOJHOCTH.

4. JlexapCTBEHHBIH IpernapaT BBIITYCKaIOT pachacoBaHHBIM:

- «labanentuH-ACTPA Ttabnetku 50 wmr» u «[abanentunn-ACTPA
tabnetku 200 Mr»: 2 tabnetku no 1 Gnucrepy unu 4 6inuctepa; 8 TabueTox 1o
1 6iucrepy wiu 4 6aucTepa;

- «Tl"abanenTuH-ACTPA Tabnerku 300 mr»: 2 tabnetku mo 1 Gmucrepy;
4 TabneTku o 2 6nucrepa; 10 Tabnerok no 1 wnu 3 6nucrepa;

- «"'abaneHTHH-ACTPA Tabnerku 400 mr» u «["abanenTrH-ACTPA Tabnerku
800 mr»: 2 Tabnetku no 1 6muctepy; 4 TabneTku o 2 GiHcTepa.

BiucTepsl MOMEIIalT B KAPTOHHYIO NaYKy ¢ MHCTPYKUHUEH 110 IPUMEHEHHIO.

5. Xpansat nexkapctBeHHbIM mpenapaT [abaneHTuH-ACTPA Tabnetku B
3aKpBITOM yITaKOBKe IMPOU3BOAUTENS, OTAEIBHO OT MHUIIEBHIX ITPOJYKTOB U KOPMOB,
npu TeMrieparype He Bbie 25 °C.

6. JlekapctBeHHblit mnpenapar [abaneHTUH-ACTPA TabneTku XpaHsaT B
HEJIOCTYITHOM JJIsl AeTe MecTe.

7. Hewncnonap30BaHHBIM JieKapcTBEeHHBIM mpenapaT [ abamentun-ACTPA
TaOJETKH YTHIM3UPYIOT B COOTBETCTBUM C TpeOOBaHUSMHU JAEHUCTBYIOIIErO
3aKOHO/ATeIbCTBA.

8. JlekapcTBeHHbId npenapat ['abaneHTHH-ACTPA Tabnetku oTmyckaercs 6e3
perenra.

I1. ®apmaxonoruyeckue (6HOJOrHYeCKUe) CBOMCTBA

9. I'abanmeHTUH-ACTPA TabieTku OTHOCHTCS K (hapMakoTepareBTHYECKOM
rpyIine MPOTHBOCY IOPOXKHBIE CPEICTBA.

10. CrpykTypHO rabaneHTuH HaIlOMUAHAET HellpomenuaTop
ramma-amMmuHomacisHylo kucinoty (TAMK), Ho He BimseT Ha e€ CBA3bIBaHHE,
norjomeHne Wik pasnoxeHue. OCHOBHOM  (apMakoNOTHUECKHd d(deKT
rabarneHTHHA 3aKJI04YaeTcs B OJOKMPOBAHUHM KaJIbLUEBBIX KAHAJIOB B HEPBHBIX
OKOHYAHMSIX. DTO MPUBOAUT K YMEHBLICHHIO BBICBOOOXKICHHS BO30Y KIAFOIIMAX
HEWPOTPAaHCMUTTEPOB U3 IPECHHANTUYECKUX HEHUPOHOB, YTO B CBOIO OYepelb
NOAaBiseT HM30BITOYHYIO AKTHUBAI[MIO HEWPOHOB, OTBETCTBEHHBIX 3a pa3BUTHE
CyI0opor 1 60JIEeBBIX OLIYILEHUH.

[Ipu HeliporaTudeckoil 6onu raGameHTUH NEHCTBYeT KOMIUIEKCHO, CHYDKas
HEMPOHHYI0 BO30yIUMOCTb, OlpaHMYMBAs BBICBOOOXKIEHHE IOTEHLHATBHO
TOKCHUYHBIX BELIECTB (TIIyTaMaT, HEHPOTPaHCMUTTEPBl MOHOAMUHOBOM I'PYIIIbI) U
ycunuBas TopMo3Hble MexaHu3Mbl B IIHC, 4T0 B COBOKYNHOCTH IOMOTaeTr
IpeJOTBPATHTh THOEIbh HEHPOHOB.

[lepopanbHasi GHOTOCTYIHOCTh rabaneHTHHA Yy JIOMAIIHKX KOIIEK U cobak
cocTaBnseT npubmu3uTensHo 90%. I'abaneHTHH NMPaKTUYECKH HE CBS3BIBAETCS C
OejKaMy IUIa3Mbl, BBIBOJUTCS IOYKAMU B HEM3MEHHOM BHJIE, HE IIOJIBEPraeTcCs
MeTaboNu3My B OpraHM3Me KOIIEK, y C00aK — 4aCTHYHO MeTaboNM3UpyeTCs B

[ICYCHU.



KiupeHc rabameHTHHa W3 IUIa3Mbl CHIDKAETCS Y INOXWIBIX XUBOTHBIX H Y
)KUBOTHBIX C HapylleHueM (QyHKUuHM nodek. KoHCTaHTa CKOpPOCTH BBIBEIEHUS,
KJIMPEHC M3 IUIa3Mbl U MOYEYHBIH KJIMPEHC NPSMO IPONOPIMOHANBHBI KIUPEHCY
KpeaTHHHHA. ['abaneHTHH BBIBOAUTCS U3 IIJ1a3MbI IIPY IeMOMANIN3E.

['abaneHTHH-ACTPA TabneTku 1O CTENEHM BO3NEHCTBUS HAa OpraHU3M
OTHOCHTCS K MajloonacHbIM BeecTBaM (4 kinacc onacHocty o ['OCT 12.1.007-76),
B PEKOMEHIYEeMbIX /103aX HE OKa3bIBaeT 3MOPHUOTOKCHYECKOT0, TePATOreHHOro U
CEHCUOMJIM3UPYIOLEro IEHCTBHUS.

III. ITopsimok mpuMeHeHHUs

11. JlekapctBennblii npenapar ['abaneHTUH-ACTPA TabneTku NpUMEHSIOT
KOIIIKaM u cobakam:

- B KOMIUIEKCHOH Tepalnuy NMpU HEHpONaTUYeCKUX (HEHPOTeHHBIX) 0OJIIX W
cyioporax.

- JIISL KOPPEKLMHU MOBEICHYECKUX PEaKIUi, CBI3aHHBIX CO CTPECCOM;

- Ul CHWDKEHHS CTENeHH BO30YXXIEHHs NpPH TPAaHCIIOPTUPOBKE, 'PYMHUHTIE,
'POMKHX 3ByKax, pasiyKe C XO3SMHOM, IIOCELIEHUH BETEPUHAPHBIX KIUHUK H
npeObIBAaHUH B YCIIOBUSX CTallMOHAPA,;

12. IIpoTHBONIOKa3aHWEM K IIPUMEHEHHIO JieKapcTBeHHOro [abGameHTHH-
ACTPA TabneTku SBISETCS WHAWUBUIyallbHAsh HENEPEHOCHMOCTh KOMIIOHEHTOB
npenapara. Ilpemapar ciaemyeT Ha3Ha4aTb C OCTOPOXHOCTBIO JKUBOTHBIM C
NaTOJIOTUEH ITOYEK.

13. Tlpu pabore c nexapcTBeHHbIM mpemnaparoMm [abameHTuH-ACTPA
TabJETKH cleayeT cobOmomarh oOlue NpaBuiIa JUYHOM THUTMEHBI W TEXHUKH
0€30MacHOCTH, MPEIyCMOTPEHHBIE IIPU PaboTe C JIEKapCTBEHHBIMH IMperapaTaMu.
JIroAsiM C TUINEPUYyBCTBUTEIBHOCTBIO K KOMIIOHEHTAaM JIEKapCTBEHHOI'O Ipernapara
cienyer u3beraTh IPSIMOro KOHTAKTa C JIEKapCTBEHHBIM IpenapaTtoM ["abamneHTHH-
ACTPA Ttab6netku. Bo BpeMs paboThl ¢ 1eKapCTBEHHBIM mpernapaToM [ abamneHTHH-
ACTPA TabneTku 3anpeiaercsi KypuTh, IUTh U IpUHUMATH nuiry. [lo okoHuaHun
paboThl ¢ MpenapaToM PyKH CJIEXYeT BBIMBITH TEIJIOM BoAoH ¢ mbuloM. [lycryro
YIIaKOBKY OT Iperapara 3alpellaeTcss MCIIOIb30BaTh AJS OBITOBBIX LieNei, OHa
TOJIEXKHUT YTHIM3AIMU C OBITOBBIMH OTXO/IaMHU.

[Tpu cmy4aiilHOM KOHTaKTe JieKapcTBeHHOro mpenapata ['abanentun-ACTPA
TabJIETKH C KOXKEH HIIM CIIM3UCTBIMU 000JI0UYKaMHM TIJia3, HOCa, pTa UX HeOOXOIMMO
HEMEJIEHHO IPOMBITH OONBIIMM KOJIMYECTBOM BOJbl. B ciydae mnosiBneHus
aJUleprMYeCKUX peakUMd WM IPU CIy4adHOM IIONaJaHWM JIEKapCTBEHHOIO
Ipernapara B OpraHu3M 4eJIoBeKa ClieJyeT HEMEIEHHO OOPaTUTLCS B MEAMIIMHCKOE
yupexaeHue (Ipu cebe MMeTh MHCTPYKLHMIO IO NMPUMEHEHHIO Ipernapara Wi
YIIaKOBKY ).

14. Be3omacHOCTh TNpPHMEHEHUs rabalneHTHHAa OepeMEHHBIM U KOPMSILUM
caMKaM He M3y4yeHa, I0ITOMY IIpenapar He PEeKOMEHJOBaH JaHHBIM KaTeropUsiM
JKUBOTHBIX.

15. JlexapctBennsiii npenapaT I'abaneHTMH-ACTPA TabneTku NpUMEHSIOT
KOIIIKaM ¥ co0aKaM IepopaibHO, IPUHYUTEIBHO, Ha KOPEHb A3bIKa 3a 1,5-2 vaca



10 HacTyIuieHus cTpecc-dakropa. JlomycTuMo JeneHue TableTKH Ha JBE paBHbIE
YaCTH.

Jlosy mpemapara, KpaTHOCTb INpHEéMa M KypC IPUMEHEHHs I0AOHpaeT
BETEPHHAPHBIA Bpad UHAWBUYaIBHO.

PexoMeHIyeMble CyTOYHBIE J03bl MpUMEHeHHs Ans Komek - 10-30 mr/kr
Macchl TeJla XUBOTHOro, misg cobaxk - 20-80 Mr/kr Maccel Tena IKHUBOTHOTO.
CyTouHble O3B MOKHO Pa3[elIuTh Ha 2-3 paBHBIE YaCTU M JaBaTh Yepe3 PaBHEIE
BpPEMEHHbBIE HHTEPBAJIBI.

JledeHue cienyeT HayMHATh C MHUHUMAIBHBIX J03 C ITOCTENEHHBIM HX
yBeJIMYEHHUEM JI0 JIOCTHUIKEHUS TepaneBTHIecKoro agdexra. [llar yBenudenus o35l
3aBHCHUT OT BHJIa ¥ MacChl )XUBOTHOI'O, TUIIA HEPBHOW NESATEIBHOCTH U CTEIEHHU
B030YaeHHs. [ IpogoIKUTENbHOCTE IPUMEHEHUS [Ipenaparta onpeaeser Jedamui
BETEpUHAPHBIN Bpad B 3aBUCUMOCTHU OT JuarHosa. [Ipu HeoOX0uMOCTH BO3MOXKHO
MOXKM3HEHHOE Ha3HaYEeHHUE IIperapara o peryIspHbIM KOHTPOJIEM BETEPHHAPHOTO
Bpaya.

PerieHre O BO3MOXXHOCTH YBEIMYEHMSI JO3bI W/HIHA HPOAOIKHTENILHOCTH
[PUMEHEHHsI MOXeT OBITh IPUHATO TOJBKO JIeYaIllUM BETEPUHAPHBIM BPAuOM.

B xadecTBe mpemnapara Juisl CUTYallMOHHON KOPPEKIUMH MMOBEEHUS BO3MOXKHO
OJIHOKPATHOE IIPUMEHEHUE.

MOKHO HCIIOJIB30BaTh pa3lIM4HbIE JO3UPOBKU TabJIETOK, pACCUUTHIBAS H03Y
UCXO/Isl M3 MacChl TeJla )KUBOTHOT'O U KPATHOCTH BBEACHHS.

Jlns ynob6crBa pexkomennyetcs: npumeHeHue «[ abaneHTuH-ACTPA TaGnerku
50 MI» - )KUBOTHBIM Maccoi Tena oT 2 kI, «I"abaneHTuH-ACTPA Ttabnerku 200 Mry»
- ot 5 kr, «["abanenTnH-ACTPA Ttabnerku 300 mr» — ot 10 kr, «I"abaneHTUH-
ACTPA rta6nerku 400 mr» - ot 20 kr, «["abanenTnH-ACTPA Tabnerku 800 mry» -
’KMBOTHBIM Maccoi Tena ot 30 Kr.

16. Ilpu npumMeHeHUHU JeKapcTBeHHOro npenapara [abameHTuH-ACTPA
TaOJIETKA B COOTBETCTBUH C MHCTPYKLHEU MOOOYHBIX SBIECHUN U OCIIOXKHEHHH, KaK
npaBuino, He  HaOmopaercd. Ilpu  NOBBIIIEHHON — WHAMBHIYATBHOM
qyBCTBUTEJIPHOCTH K IIpernapary U IpOSBICHUM AJUIEPIUYECKUX PpEeaKIHid ero
MpUMeHeHHe MPeKpalaoT, )KUBOTHOMY Ha3HA4al0T aHTUTMCTaMUHHBIE ITpenapaThl
¥ JpyTUe CpeCcTBa CUMIITOMATU4ECKOH Tepanuu. Bo3MoskHbIe TOOOYHbIE peaKIiu
Ha rabameHTUH: CeJallys, aTaKCHs, HapylleHHe KOOpAWHALMU, HUCTArM, TPEMOop,
pBOTA.

B ciy4ae BO3HHKHOBEHHUS U30BITOYHOIO C€AAaTUBHOIO 3¢ dekTa OT npenapara
y KOIIIEK WK co0aK, OH IPOXOJUT B TeYEHHE 6—8 YaCOB CaMOCTOSATENBHO.

B ciydae HeZOCTaTOYHOM WM YPE3MEPHOM cedaluu, IpU CIEAYIOIIEeM
NpYMEHEHUH TpernapaTa 103y YBEJIWYMBAIOT JUOO CcHIKaoT, Ha 25-50 % ot
IpeabIayLIEN.

17. CuMritoMaM# TIepeIO3UPOBKHU SIBIISIOTCS COHIIMBOCTh, MUOpEIaKcalus U
aTakcus, KOTOpbIe, KaK MPaBUIo, IPOXOAAT CaMOCTOATeNbHO. [Ipy Heo6XxoaumocTH
BO3MOXKHO ITPUMEHEHNE CUMIITOMATHYECKON TEPAITHH.

18. ['abaneHTHH He MOABepraeTcs 3HaYUTETbHOMY METab0IU3My U HE BIHSAET
Ha MeTaboNU3M JpPYrUX MPOTHBOSIMIENITHYECKUX JIEKAPCTBEHHBIX CPEJCTB.
BHOOCTYNHOCTh rabaleHTHHA CHHKAETCA INPH OJAHOBPEMEHHOM IpHeMe ¢



aHTalKaMH; HeOOXOAUMO BBIAEP)KaTh KaK MHUHMMYM 2-4aCOBOH HMHTEpBaj IpH
COBMECTHOM Ha3Ha4eHWH rabameHTHHa W aHTauuaoB. ['abameHTHH He ciexyer

IIPUMEHATH OITHOBPEMEHHO C

OpYTUMH

JICKapCTBCHHBIMHU CpeaACTBaMHu,

OKa3bIBAXOIIUMHU YTIHETAIONIIEC JICUCTBUE Ha HEHTPAJIbHYKO HEPBHYIO CUCTEMY, B

CBS3U C INOBBILLIECHHUEM TOKCHYHOCTH.

19. OcobeHHoCTEH NeCTBUS B Hayaje npruemMa He oTMedeHo. [ [pu anurensaom
IPUMEHEHHH B BBICOKMX J/103aX BO3MOXKHO pa3BUTHE NPHUBBIKAHUS, IPU OTMEHE
npernapara BO3MOXXHO YCUJIIEHUE CUMIITOMOB, IIOBBIIIEHHAs! BO30YIMMOCTb.

20. Cnemyetr u3berath IpOITyCKa OYE€pEeAHON OO3bl Ipernapara, Tak KakK 3TO
MOJXET TMPHUBECTH K CHIDKEHHMIO TepaneBTHYecKod s¢dexkTuBHOCTH. B ciayyae
IPOIyCKa OJHON 103bI IPUMEHEHHE Ipernapara Bo300OHOBISIOT B TOU JKe J103€ II0
TOM e cxeme. He omyckaeTcs peBsILIEHNE pEKOMEHLyEMOM J103bI Ipernapara Jyis

KOMITEHCAIMH MTPOITY LEHHOM.
21. JlexapcTBeHHBI  IIpenapar

["abanentun-ACTPA

TabJIETKK  He

nNpeaHasHa4y€H I IPUMEHEHUS IIPOAYKTHUBHBIM JKUBOTHBIM.

HaumenoBanue 51 azpec
MPOU3BOACTBEHHOM IJIOLLA KK
IIPOU3BOAUTEIIS JIEKapCTBEHHOT'O
npernapara 1S BETEPUHAPHOI'O
IPUMEHEHHUS.

HaumveHoBaHWe, ajapec OpraHu3allvy,
YIOJHOMOYEHHOM  JIep)KaTejaeM  HIH
BJIaJIE€JIBLIEM PErUCTPALIMOHHOTO
YAOCTOBEPEHHUS JIEKapCTBEHHOT'O

npernapaTa Ha INPHUHATHE INPETEH3HH OT
noTpeOuTes.

3aMecTUTeNb JUPEKTOpa
OO0 «HBIT «Actpadapm»

OO0 «HBII «Actpadapm»: 117246,
r. Mocksa, Hayunsrit npoesn, 1.20, ctp.3.
Temn.: (495) 785-83-50.

OO0 «HBII «Actpadapm»: 117246,

r. Mocksa, Hayunsiit npoesn, 1.20, ctp.3,
st/mom/xom 3/1/35.

Ten.: (495) 785-83-50.

~ I1. A. ITono3zaukoBa



