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HMHCTPYKLWA
10 BETEPUHAPHOMY IIPUMEHEHHUIO JIEKAPCTBEHHOIO ITpenapara
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Homep peructpaitioHHoro ynoctoBepenus: 44-3-15.24-5191 NelIBP-3-15.24/03993

I. OOmue ceneHus

1. HaumeHoBaHMe JI€KapCTBEHHOTO Tpenapara AJis BETEPUHAPHOTO PUMEHEHUS:

- ToproBoe HanmeHoBaHue: ['anentuH (Gapentin);

- MEXIYHapOJHOE HETIAaTeHTOBaHHOE HAaUMEHOBAHHE: ra0aeHTHH.

2. JIexapcTBeHHas (opma: TabIeTKH )i IprueMa BHYTPb (AHCIIEprUpyeMEIe).

I'anieHTHH COOEPKUT B Ka4eCTBE JIEUCTBYIOIIETO BELECTBA IrabaneHTHH, a TaKKe
BCIIOMOI'aTeIbHbIE BEIIECTBA: MATHUSA CTE€AapaT, KPOCIOBUIOH, KOIIOBHUJIOH, KPEMHHUS
JIAOKCH]] KOJUTOUIHBIN, CyKpalo3y, HaTphsl XJIOPH/l, HATpUsl ITyTaMar, aAeHo3uH 5-
MoHOdochaT auHATpUEBYIO coiib, apomatusatop YCF-P-01 «OnruMaiibHbI»,
KpacuTenb «Jlak KOpHYHEBBIH LIOKONaT» W LEJUII0JI03Y MUKPOKPHUCTAIMYECKYIO
(tun 101, 200).

I'amentun 80 cozepxut B 1 Ttabnerke rabameHtwHa 80 wmr; 'amentun 400
copepxur B 1 Tabnerke rabanentuna 400 mr; ['anmentun 800 comepxut B 1 Tabnetke
rabanentusa 800 mr.

3. I'lo BHemHeMy Buay ['anenTuH npezacrasisier coOoi TIOCKUE KpyTiible TabneTKu
CEpOBaTO-PO30BOr0 IBETa, AOIMYCKArOTCs Oojiee TeMHBIE WM CBETIIbIE BKPAIUICHMUS.
IloBepxHOCTB TaONETOK IMafKas, ¢ ackoi, IBYMS pa3lelUTeIbHbEIME OOpO3/IKaMu Ha
OJIHOM CTOPOHE U JIOTOTUIIOM Ha JAPYTO# CTOPOHE.

Cpok roAHOCTH JIEKapCTBEHHOTO IMperapaTa Mpu COONIOIEHIH yCIOBHHA XpaHeHHs
B 3aKpBITOH YIAKOBKE MPOM3BOAMWTENS — 2 rojla ¢ JaTkl IIPOU3BOACTBA, IIOCI]E
BCKPBITHS IEPBUYHOM yNaKoBKH ((hiakoHa, 6aHKH) — 4 MecALa.

3amnpeniaercs IpUMeHeHUe JIEKapCTBEHHOIO IpenapaTa ["aneHTHH N0 UCTEYeHUN
CpOKa rOJHOCTH.

4. I'anentuH 80 u I'anentun 400 BrImyckaroT pachacoBaHHbIMU 11O 10 TabneTok
B OJMCTepB! UK BO QIIAKOHBI 3 TEMHOTO CTEKIIA, WA B HEMPO3PAYHBIC TIOJTUMEPHBIC
Oanxu. @uakoHbl X OaHKM TEePMETHYHO YKYNOPHUBAIOT HaBUHYMBAEMBIMU
IIOJINMEPHBIMU KpPBIIIKAMU C KOHTPOJEM IIEPBOTO BCKPBITUS WM PE3UHOBBIMU
npoOKaMH, YKPEIUICHHBIMH AJTIOMHUHUEBBIMH KOJIIAYKaMHA C KIIMIICAMH KOHTPOJII
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IIEPBOro BCKPHITHA. biucrepsl mo 1 1ITyke YMakoBBIBAIOT B KAPTOHHEBIE IIQYKH.
@j1akoHBI M3 TEMHOTO CTEKJIAa U HENPO3payHbIe NOJIUMEPHbIE OaHKH YIAKOBBIBAIOT B
UHMBUAYyaJbHble KAPTOHHBIC MAYKH.

INanentun 800 BeITycKaroT pacacoBaHHBIM IO 2 TaONETKH B GJIHUCTEPEI, MM IO
10 TabneTok BO (akoHBI U3 TEMHOIO CTEKJa, WIH B HENPO3pavHBIE MOJIMMEPHBIE
Oanky. @PnakoHsl ¥ OGaHKM TIepMETUYHO YKYINOPHBAIOT HABHHYMBAEMBIMH
IIONMMEPHBIMM  KPBIIIKAMHA C KOHTPOJIEM IIEPBOTO BCKPBITHS HIIM PE3HHOBEIMHU
NPOOKaMM, YKpEIUIEHHBIMH aTOMHHHMEBHIMH KOJIIAYKAMH C KIUICAMHM KOHTPOJIS
IIEPBOr0 BCKPBITHA. bimcrepsl Mo 5 MITYK YMakoBHIBAIOT B KApTOHHBIE IAYKH.
@aKoHBI M3 TEMHOTO CTEKJIA U HEelIpO3padyHble MOJUMEPHBIE OAHKH YIAKOBBIBAIOT B
HHUBUYaJbHbIE KAPTOHHBIE MTAYKH.

Kaxayro norpebuTeNnsCcKyro yIakoBKy CHabXarT HHCTPYKIHEH 110 IIPHUMEHEHHUIO
npenapara. Jiig ynobcTBa NpUMEHEHUS TpPH pa3BeleHHH TaOlETOK BOJIOM,
MOTPeOUTENHCKYIO YNAKOBKY MOIYCKAaeTCsl CHAOXATh IUIACTMKOBBIM IITIPHUIIEM-
7103aTOPOM.

5. XpavAT JIeKapCTBEHHBIH IpenapaT B 3aKphITOM YNAKOBKE IMPOH3BOIUTEINS,
OTACIBHO OT NPOJYKTOB IIMTAaHUSA U KOPMOB, B 3aIHMIICHHOM OT BJIard M IPSIMBIX
COJTHEYHBIX JIy4yeill Mecte mpu Temmeparype oT 2 °C mo 25 °C ¥ OTHOCHTENLHOM
BJIQXKHOCTH He OoJiee 65%.

6. 'anieHTHH clieyeT XpaHUTh B MECTaX, HEAOCTYHBIX [ IETEH.

7. Hencnons30BaHHBI JI€KapCTBEHHBIN Mpenapar YTHIM3UPYIOT B COOTBETCTBHM
C TPeOOBaHUAMU [IEHCTBYIONIETO 3aKOHOAATENILCTBA.

8. YcIoBHs OTIyCKa: OTILyCKAeTCs [0 PELENTY Ha JIEKApCTBEHHBIN Mperapar Win

TPeOOBAHUIO BETEPUHAPHOM OpTaHU3alIMH.

II. ®apmakonorudeckue cBOiCTBA

9. T'aneHTUH OTHOCHUTCSI K (apMaKoTepaneBTUYECKOH rpy1re
IIPOTHBOCY AOPOXKHEIE CPEJICTBA.

10. TI'abanenTH OKa3bIBaeT 00e300NHMBAOIIEE, AHKCHOIUTHYECKOE (CHIKEHHUE
TPEBOXXHOCTH) M NPOTHBOIIMIEHTHYECKOE JeHCTBHe. [abaleHTUH MO CTPOEHHIO
CXOICH C HEHPOTPaHCMHUTITEPOM TraMMa-aMMHOMacisHHON kucnotoir (I"AMK),
OHAKO B OTJIMYME OT APYTHMX IPOTHBOCYIOPOXKHBIX NPENApaTOB HE CBA3BIBACTCSH C
'AMK-penentopamu. I'abanmeHTHH O6J0KHpyeT NPHTOK Kalbllisi B HEPBHBIE
OKOHYaHWsI M CHIDKACT BHICBOOOXJEHHE BO30YXXIAIOIINX HEHPOTPAHCMUTTEPOB M3
IIPECUHANTHYCCKMX HEHPOHOB, W IOAABISAET CTHUMYJHUPOBaHHE HEUPOHOB,
YYacCTBYIOIIUX B CyIOPOKHOM aKTUBHOCTHU M Oosv. biokuposanue HeliponaTHYeCKOi
Gonu rabaneHTHHOM NIPOUCXOAUT 38 CYET CHUKEHHUS TMOENId HEHPOHOB, IOAaBIEHHS
BBICBOOOXKIEHUS] HEHPOTPAaHCMHUTTEPOB MOHOAMUHOBOM TPYIIIHL.

I'abamenTHH 3¢deKTUBeH Ui yCTpaHEHUS MOBEJEHYECKUX PpACCTPOMCTB,
KYIIHPOBaHUsl TIOBHIICHHOH TPEBOXHOCTA, B TOM 4YHUCJIE€ IpU IPOBEIACHUN
AUarHOCTHYECKUX MCCIEOBAHUM, TPAHCIIOPTUPOBKE ¥ IPYMHHTE y COOAK U KOIIIEK.

IlepopanbHas GHOAOCTYITHOCTD rabareTHHA y JOMAIIHHX JKMBOTHBIX Iopsmka 90%.
[pyieM vy HE3HAYUTETHHO BIMSIET HA CKOPOCTh M CTENEHD BCACHIBaHKs MA0ANEHTHHA.



['abaneHTVH NpaKkTHYECKN HE CBA3LIBAETCA C OENKAMH IUIa3Mbl, BBIBOIUTCS
[IOYKaM{ B HEU3MEHHOM BHJie, He [TIO/IBepraeTcs MeTaboIu3My B OpraHU3Me y KOIIEK,
y co0aK 4acTUYHO MeTaboNIU3UPYyETCs B IEYEHHN.

Knupenc rabanenTiHa U3 mia3Mbl CHIKAETCS Y IOXKUIBIX KXUBOTHBIX U GOIBHBIX
C HapymieHHOMW (yHKuUueH nodek. KoHCTaHTa CKOpOCTH BBIBEJEHHS, KIMPEHC W3
IUVIa3Mbl U MOYEYHBIA KIHUPEHC MPSIMO NPONOPIUOHAIBHEI KIHUPEHCY KpeaTHHHHA.
I"'abameHTHH BEIBOAUTCS U3 IIa3MBI [IPM TEMOIMAITH3E.

I'aneHTHH 1O CTeNmeHW BO3AEHCTBUS HA OPraHU3M OTHOCHUTCS K MAalOOMNACHBIM
BemecTBaM (4 knacc onacHoctd o ['OCT 12.1.007-76), B peKOMEHAYEMBIX 103aX He
OKa3bIBAET 3MOPHOTOKCHYECKOIO, TEPAaTOreHHOTO U  CEHCHOMIU3UPYIOIIETO
JICUCTBUA.

III.  Tlopsimox mpuMeHeHUS

11. 'aneHTHH MPUMEHSAIOT KOIIKaM U cobakam:

- Ui KOPPEKUMH IIOBEAECHYECKUX peakiui, CHATHS OOINEel W/WIH ITOCTOSHHOM
TPEBOXXHOCTH;

- JUIS CHYDKEHHS CTENEHH BO30YXXJEHHs IPU CTpeccaX U (POOHSX, BBI3BIBAEMBIX
TPaHCIIOPTUPOBKOM, IPyMHHIe y co0aKk M KOIIEK, TPOMKHMHU 3ByKaMH, Pa3lyKou ¢
XO3JMHOM, [OCELIEHNEM BETEPHHAPHBIX KIHHHUK H IpeOBBAHAEM B YCIOBHAX
CTallMOHapa;

- B KOMIUIEKCHOH Tepaluu IIpd HEBPONATHYECKUX (HEHpPOTEHHBIX) OOJIIX,
Cylloporax U 3IUJICIICHH.

12.  IlporMBOmOKa3aHMEM K NPHMEHEHHIO  SBJISIETCA  MHAUBUIyaabHAs
HETIEPEHOCUMOCTh  KOMIIOHEHTOB IIpenapara. llpemapaT cnemyeT Ha3Ha4darh C
OCTOPOXKHOCTEIO JKUBOTHBIM C IATOJIOTHEH ITOYEK M IICYESHH.

13. Ilpu pabore ¢ mpemapatom I'aneHTHH cleayer cOOMOIATL OOLIME MpaBHIa
JTAYHOH TMTMEHBl M TEXHUKH O€30IIaCHOCTH, MpPEdyCMOTpPEHHBIE MpU paboTre ¢
JIEKapCTBEHHBIMH IIpenapaTaMH.

JIosM ¢ TUNEepYyBCTBUTENBHOCTBIO K KOMIIOHEHTAM JIEKAPCTBEHHOIO Ipenapara
ciemyeT u3berath NMpsMOro KOHTakTa ¢ mpenapatoM I'anentid. Bo BpeMs paboTel ¢
NperapaToM 3alpeiiaeTCs KypyTh, IIMTh U MPpUHUMATh Iuily. [1o okoH4anuu paboThI ¢
NpenapaToM pPyKH CIE€XyeT BBIMBITH TEIUIOW BOpoM ¢ MbUIoM. [lycTyto Tapy u3-mon
npernapara 3alpelnaeTcs UCIOIb30BaTh MOl  OBITOBBIX IIeJiel, OHA ITOIUIEIKHT
YTHIIHA3ALUH ¢ OBITOBBIMU OTXOIAMH.

Ipu cryvaiiHOM KOHTaKTe JIeKapCTBEHHOTO IpenapaTa ¢ KOXeH MM CIIM3UCTHIMU
000I04KaMH I71a3, UX HEOOXOMMMO HEMEJUIEHHO IPOMBITH OOJNBIINM KOTHYECTBOM
BOJbl. B cilyyae nosBieHHMs alIeprudecKUX peakiuif WM [OpH  CIIyd4alHOM
NIOTIa/laHUH JIEKapCTBEHHOTO Mpenapara B OPraHru3M 4elloBeKa CIeAyeT HEMEIEHHO
O0OpaTHTECS B MEAUIMHCKOE YydpexneHue (npu cebe HMETh HHCTPYKIMIO 10
IPUMEHEHMIO Mpernapara Wik 3TUKETKY ).

14, CamMkamM B 1epuoJ BCKapMIHMBaHHS IIOTOMCTBA IpenapaT IpH
HEOOXOMMOCTH IMPUMEHSIOT IO KOHTPOJEM BETEPHUHAPHOIO Bpada Ha OCHOBAaHUU
OLICHKU OTHOIIIEHHS 03KHMaE€MOM IOJIB3BI K BO3MOXXHOMY PHCKY €T0 IIPUMEHEHHMS.,



15. T'anieHTHH NpUMEHSIIOT KOIKaM U cofaKkaM MepopaibHO MHAUBUAYAJIBEHO HIIH
¢ HebonpIIMM 00BEMOM KOpMa, PaCCYMTAHHBIM Ha Pa30BO€ MOTpebJIcHIe, HE MEHEE,
yeM 3a 1,5-2 daca 1o HacTymiieHus crpecc-(hakTopa WK MONyYeHHs] HEOOXOIUMOro
addexra. [IpuemM KopMa MPakKTUYECKH He BIHAET Ha OHOMOCTYIIHOCTH J€HCTBYIOIIMX
BEILECTB JIEKAPCTBEHHOTI'O Ipermapara.

Jlo3a npemnapara, KpaTHOCTh ¥ Kypc IPHUMEHEHUS MOAOHPAIOTCS BETEPUHAPHBIM
Bpa4yoM HHAMBUAYAJIBHO C YYETOM BHJa M MacChl >XWUBOTHOTO, THIAa HEPBHOH
IEATENIBHOCTA M CTeNeHH Bo30yXkAeHus. PekoMeHJyeMble CYTOYHBIE O3B
npuMeHeHHus s Komrek — 10-30 Mr/kr maccel Tena KMBOTHOTO, Mg cobak — 20-80
MI/KI' MacGhl Tejia )XUBOTHOTO. JleyeHne ciielyeT HAUMHATH ¢ MUHMMAJIBHBIX 103 C
ITOCTEIIEHHBIM UX YBEIUYEHHUEM [0 JOCTHKEHUS PEKOMEHIYEMBIX TEPANeBTUYECKHX.

CyTtouHble 703bl JOMYyCTUMO pa3feliuTh Ha 2-3 paBHBIE YacTH U 3aJaTh depes
paBHEBIE BpeMEHHBIE HHTEPBallbl. B KauecTBe aHKCHOIUMTUYECKOTO CPE/ICTBA MpenapaT
MOXET IPUMEHSTHCS OJHOKPATHO.

Haubonee ynobusiM siBisieTcsi npuMeHenre [anentun 80 — )XMBOTHBIM MacCOi
tena g0 S5 kr, ['anentun 400 — )XKMBOTHRIM Maccoii Tena ot 5 go 30 kr, ['anmenTun 800
— )XMBOTHBIM Maccoi Tejia ot 30 Kr.

Jis  ynobcTBa  O3UPOBAaHWUS M NPUMEHEHHS OJKMBOTHBIM  BO3MOJKHO
IIPEABApUTEIBHO pPAcTBOPUTH TabneTky (MM dYacTh TablieTKu) B HEOOJBIIOM
KOJIMYECTBE BOABI M 334aTh C IIOMOIIBIO IINPULIA-T03aTOpa WU CTaHIApTHOIO
LIIIPUALA I UHBEKUUM Oe3 Uribl nepopansHo. st aToro TabneTky i e€ 4acTH
HEOOXOOMMO  TMOMECTHTh B  INNPHI]  COOTBETCTBYIONIEH  BMECTHMMOCTH,
[IpEABAPUTENBHO BBIHYB IITOK nopiiHs. [locie dero BepHyTh IITOK HA MECTO U
HaOpaTh Boxy. Ilepwogudecku BcTpsixuBas IINPHIL, BBEIAEPKATH 1-2 MHHYTHL 10
IIOJIYYEHUSI OJJHOPOJIHOM CMECH.

MrHrManbEHO HEOOXOAMMOE KOJMYECTBO BOBI JIS pacTBopeHHUs 1 TabieTku (4
ee yacteit): s I'amentun 80 — ot 2 mu, mg [NanentuH 400 — ot 4 M, s [anenTun
800 — ot 10 M.

Holyckaercs exXxeIHEBHOE NPUMEHEHHE Mpernapara B peKOMEHIyeMbIX J03aX Ha
IIPOTSKEHUU JUIMTEIIBHOIO BPEMEHH 1107 KOHTPOJIEM BETEPUHAPHOTO Bpaya.

16. Ilpu mpuMeHeHHH JIEKapCTBEHHOTO IMpernapara I ameHTHH B COOTBETCTBHHU C
UHCTPYKIHEH TOOOYHBIX SBJIEHUA U OCIOXXHEHUH, KaK MpaBmiIo, He Habmomaetcs. [Ipu
HOBBIIIEHHON WHIVWBUIYaIbHOW 4YyBCTBUTEJIBHOCTH K IIpenapary U HpOsBICHUU
aJIIEprUYecKUX peaklUil ero NpUMEHEHHE MPEKpallaloT, *KUBOTHOMY Ha3HA4aroT
AHTUTMCTaAMHHHBIE IIpenapaThl U IPyTHe CPeACTBa CUMIITOMATUYECKOH Tepariuu.

B HekoTOphIX ciy4asx Iociie NpuMeHeHHs [ almeHTHH MOXeT HaOII0maThCs
cenanusi (COHJIMBOCTB), YTO CBfA3aHO C OCOOEHHOCTBIO MeXaHu3Ma [JeHCTBHS
BellleCTBA M  HHIMBUAYAIBHOM  peakuued opraHu3Ma KUBOTHOro. Jlms
HUBEIUPOBaHMs 3TOro 3¢deKkra peKOMEHIYeTCs WHIUBHIYAJIBHBIA IIOI00p /103, C
IIOCTEIICHHBIM YBEJIIMUCHUEM WU CHIXKEHHEM JI0 TeparneBTUISCKOM.

17. Cunromamu mnepesoO3MpPOBKHA SBISIOTCS COHJIUBOCTD, MHUOpeNaKcalus H
aTaKCHs, KOTOpbIe, KaK MPaBUIIO, MPOXOIAT caMocTosTenbHo. [Ipu HeoOXxoguMocTu
BO3MOXXHO [IPUMEHEHNE CUMIITOMAaTUIECKOM TepaIuy.



18. JlomycTHMO COBMECTHOE IIpUMEHEHHe C JPyrdMH JIeKapCTBEHHBIMU
IpernapaTamH.

19. OcobennocTeil AeHCTBUA JIEKapCTBEHHOIO Mpenapara B Hayajie mpueMa 1 ero
OTMEHE HE BBISIBIICHO.

20. Cnemyer wm3beraTh IpoIlycka OuYepeIHOW O3Bl Ipernapara, TaK KaK 3TO
MOXET IIPUBECTH K CHIDKEHUIO TepaneBThdeckod 3¢dexktuBHOcTU. B  ciyuae
IIPOITyCKa OJHOM 036l MPUMEHEHNE NIpernapaTra BO30OHOBILIIOT B TOM XKe J103€ M0 TOH
xe cxeMe. He pomyckaercss mpeBblllieHHE PEKOMEHIyeMOW O3Bl Iperapara it
KOMIIEHCALUX NPOITYIIEHHOM.

2]. JlexapcTBeHHBI  mpemapat
IIPOJYKTUBHBIM KUBOTHBIM.

HE IMpCAHa3HA4uYCH I IIPUMCHCHHUSA

HanmeHnoBaHue U aipec MPOU3BOICTBEHHOM
IUIOLIA/IKH IIPON3BOAUTEIIS JIEKAPCTBEHHOTO
perapara Jyisi BETepUHAPHOTO
IPUMEHEHUS

HaumeHoBaHMe U aapec opraHu3aliym,
YIOITHOMOYEHHOU BaJeINbIeM WK
JiepKaTelieM perucTpaliiOHHOTO
YIOCTOBEPEHUS JIEKApCTBEHHOTO Mpenapara
Ha [IPUHSTHE PETEH3MIA OT MOTPeOUTENA
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