3ATBEP/UKEHO

Haxka3 MinicTepcTBa 0XOPOHH
310pOB’sl YKpaiHu
05.06.2019 Ne 1268

PeecTpauiitHe mocBiTueHHs
Ne UA/17425/01/01
UA/17425/01/02

IHCTPYKIISL
IS METHIHOTO 32CTOCYBAHHS JIKapChKOro 3acoly

TOKAPBA
(TOCARBA)

Cxknan:

Oitoua peuosuna: methocarbamol;

1 Tabnerka MicTuTh 500 Mr a6o 750 Mr MeToxapbamoIy;

DONOMIICHI pexosuny; KpOXMAIb KyKypya3aaui, mosifoH K-30, HATPIiIO JIay priICyIb(aT, HaTPiro
KPOXMAJIBIIIIKOJIAT, KACIOTa CTEapHHOBA, KPEMHIIO TIOKCH KONOimHME Oe3BommHuMi, GapBHUK
Aquarius Prime BKX 113006 orange.

Jlikapceka gopma. TabneTky.

OcHo6Hi i3uKO-XIMIUHI 61ACMUBOCMI:

Tabrerkd o 500 Mr: TaGNEeTKH KPyrioi (OpMEH BKPUTI IUTBKOBOIO OOOJNOHKOK CBITJIO-
IOMapaHYeBOro KOJIbOPY 3 BTUCHEHHM JiTepH «G» BHINE PUCKA moAiay 3 ogaoro 6oxy Ta «500»
3 iHIIOTO OOKY.

Ta61eTKH o 750 Mr: TabJIETKH KarCyIoIoRi6H0T GopMH BKPHTI ILTiIBKOBOIO 00OJIOHKOKO CBITJIO-
IOMapaH4eBOTo KONLOPY 3 BTUCHEHHAM JiTepu «G» 3 OHOTO OOKY Ta «750» 3 iHmoro GoKy.

dapmaxoTepaneBTHYHa  rpyma. Edipn kapbamiHoBoi ~ KmCiIOoTH.  Merokap6amort.
Kox ATX M03B A03.

DapMaKonoziuHi &1aACMUEOCHIL.

DapmakoOUHAMIKA.

MeTokap6aMol ~ BHUKODHCTOBYEThCS B SKOCTI  KOPOTKOCTPOKOBOTO — [IOIOBHEHHST 110
CHCTEMATHYHOTO JIKYBaHHSA TOCTPHX KiCTKOBO-M’SI30BHX IOPYINEHb, MOB’A3aHUX 3 OOTHOBUMH
crasmamu M’ a3iB. MexaHism [ii MeToKkapGaMoly Ha JIOJMHY HEe BCTAaHOBICHHH, ane Moxe Oy
[IOB’SI3aHuH i3 3araJbHAM IPUTHIYEHHSAM LEHTpaIbHOI HepBOBOI cucremu. IIpemapar He Mae
mpsMoi i Ha MeEXaHi3M CKOpPOYEHHs I[ONEPEYHO-IOCMYTOBaHuX M’s3iB, PYXOBY KiHIIEBY
IUIACTHHKY a00 HEPBOBI BOJIOKHA.

Dapmakxokinemuxa.
MeTokap6aMoI BCMOKTYETHCS 31 [LTYHKOBO-KHIIKOBO TPAKTY Ta MIKOBA KOHIIEHTpALis Y NIa3mi
KpOBi mocATacThest gepes 1-3 rogmuu. Moro akTHBHICTb € ITOXIAHOIO BifI LiMBHOT MOJICKYJIH Ta

JTHIIE HEBEMKA YaCTHHA IEPETBOPIOETHCS B Iyal(heHE3HH. QOTECY
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Kiipenc MeTokapbamomny y MALIEHTIB 3 HHPKOBOKO He[OCTATHICTIO, SIKI TPOXOISTH reMoziatis
SHIDKyeThes npuOmu3Ho mo 40 %y MOPIiBHAHHI 3 MALi€HTAMH 3 HOPMABHOK HHPKOBOIO
dyuKIieo abo i3 3aralbHOI0 TIOIIYJISILIEXO, aJle CePeIHi 3HAUCHHS NEPIOLy HAIBBHBEICHHS JaHHX
JBOX I'PYTI OTHAKOBI.

Tayienmi 3 NEYinKO60I0 HeQOCIMAMHICIIG

V mamieHTiB 3 OUPO30M IEYiHKH, IO CIPHIWHCHMH 3JOBXUBAHHSIM alIKOIOJIO, cepenHiit
sarasibHAH KIIipeHc MeToKapOaMoTy 3HHKY €ThCs ipubausHo 10 70 % y MOopiBHAHHI 3 MAlleHTaMK
3 HOPMATLHOK HAPKOBOIO (hyHKIIEIO i3 saranpHO0 momysmiero (11,9 1/rox), a cepe/Hil nepiox
HariBBHBE/IHHS 36UIbIIyeThCs pubma3Ho 10 3,4 roauHy. HacTka MeTOKapOamMoILy 3B’ A3aHOTO 3
GiIKaMH TIa3MH 3HIDKYEThCS TpubimsHO 1o 40-45 %y nopiBHsHAL 3 46-50% y Biamosinmii
BiKOBIif Ta Barosiii KaTeropii.

KainiuHi XxapaKkTepHCcTUKH.

Iloxkazanua.

JIOIOBHEHHSI 10 CACTEMATHIHOTO JIKYBaHHA FOCTPHX KiCTKOBO-M’ S30BHX MTOPYIIEHb, OB’ A3aHUX
3 GOJILOBHMH CIIa3MaMy M’ 31B.

ITpomunoKka3aHHA.
TligBUIIEHA Yy TIHBICTS O MeToKapbamoiry abo 10 6y Ab-AKOT JOLOMIXHOI pEYOBHHY [TPeNIapary.
Koma a60 IepeaKoMOBHii cTaH. Y paXkCHHA TOJIOBHOTO MO3KY Ta eninerncis. MiacTeHis rpasic.

B3aemodin 3 inuumu TiKapcoKumu 3acobamu ma inwi euou 63a€MOo0iil.

Tokapa MOKe IIOCHIIOBATH J1if0 Mpenaparis, SIKi IIPUTHIYYFOTH LIEeHTPaIbHy HEPBOBY CHCTEMY Ta
CTHMYJISTOPIB, TAKHX SIK (AIKOTOMb, 6apbiTypaTH, 3HeGoToUi TiKapehki 3aco0i) Ta npenaparis,
dKi 3HIDKYIOTH aneTut. KommiekeHa ais AHTHXOJ{HEPriuHMX Mpenaparis, HAIPHUKIAT aTPOIIH B
KOMIIEKCI 3 IICHXOTPOIHHMHM IpenaparaMy, MOXE ITOCHIIIOBATH Iifo  MeToKapbamory.
MeTokap6amoil MOYKe IMPHIHITYBaTH niro mipmpocTurminy Gpominy. Tomy ciiz 3 00EPEKHICTIO
3aCTOCOBYBATH METOKAPOAMOII MAITIEHTAM 3 MIaCTEHIEI0 rpasic. SKi NPHIMAIOTH AHTHXOIIHEPrivHI
npenapard. Mano IaHHX CTOCOBHO MOXJIMBOCTI 3aCTOCYBAaHHS MeTOKapGamony 3 IHIIMME
NiKapChKAMH 3ac00aMH.

MeToxap6aMoJl MOKe BUKITHKATH 3MiHY KOTBOPY IPH TIPOBEICHHI AEAKAX CKPHHIHT TECTIB, a caMe
opy  BH3HAYEHHI 5-riApOKCHIHAOJIONTOBOI  KHCJIOTH (5-HIAA) 3  BHKOpPHCTaHHSM

HiTp0O30HA(TOIBHOrO PEakTUBY Ta IPH BU3HAYCHHI BaHUIIMUTAATEHOL KAcnoTd B cedi (VMA)
metomoM Gitlow.

Ocobnueocmi 3acmocysaHHA.
[Ipenapar Toxapba CIiji 3aCTOCOBYBATH 3 0GepeKHICTIO Malli€HTaM 3 HHPKOBOIO Ta [Ie4iHKOBOO

HEJIOCTATHICTIO.

3acmocyeanns y nepiod éazimnocmi abo 200y6anHs 2pyooro.

Pepmunviicmy. JI0CTiKSHHS PeTPOYKTHBHOCT] TBAPHH IIPU 3aCTOCY BaHHI MeTokapbaMoIy He
IpoBOMMIOCS.  TOMy He BiIOMO, 9H MOXKe METOKapOaMoJl 3allIKOAUTH IUIOAY IpH Horo
3aCTOCYBaHHI BariTHUMH XiHKaMH ab0 BIUIMHYTH Ha PEIPOAYKTHBHY 3JIaTHICTD.

Bazimuicmeo.

IIpu 3acTocyBaHHi MeTokapbamoiy He 6O BHABIEHO O3HAK He0aKaHOrO BIUIMBY HA PO3BHTOK
mwiony. IcHyIoTH AyXe PifKiCHI NOBIIOMJICHHS PO emOpioBanBHi Ta BPOMKEHI aHOMAi{
BHACTI/IOK BHYTPIlIHEOYyTPOGHOTO BILIUBY METOKApOaMOIy. 3acTocyBaHHs Mpenapary y nepion
BATITHOCTI T2 0COBIMBO Ha PAHHBOMY TEPMiHi BAriTHOCTI MOXKIIHBE TLIBKHA TOJI, KOJH OYiKyBaHa
KOPHICTH [isl MaTepi IePEBHIIY € MOTCHIIHHHUE PU3HK JUL IO
Tooysanus 2pyooro.
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JlocmikeHHST Ha TBapUHAX MOKa3alld eKCKpeliro MeTokapbamony Ta/abo Horo MeTaboITIB 3
FPYAHHM MOJIOKOM: OJIHAK HEBIOMO IO Came — MeTokapbamon abo iioro MeTabosiTH
MOTPANNSIOTh B Tpy[HE MOJOKO. PilleHHs IIPO MPUNHHEHH:S rOXyBaHH:A TPYAAIO abo mpo
yTpHMaHHS BiJ| JIKyBaHHs IPEHIapaTOM Tokapba ciif npuiiMaTd 3 ypaxyBaHHSIM KOPHCTi Bij
ToZyBaHHS IPYIUIO sl TUTHHH i KOPHCTI Bi JiKyBaHHA IpenaparoM Tokap6a i MaTepi.

30ammicme eNAUEAMU HA WEUOKICMb PeaKkyii npu KepyeanHi asmompancnopmom abo iHwumMu
MeXaHIZMaAMU.

TIpemapar TokapGa MOe CHPUYMHHTH COHIHBICTD (1HB. posain «[Tobiuni peakiii»), Mo Moxe
3HUIKYBATH KOHIEHTpauio Ta yBary. [lamieaTam, y AKX criocTepiranucs Taki moGiuHi peakuii, He
CITijl KepyBaTH TPAHCIIOPTHHMHE 3aC00aMH a60 npamoBaTy 3 HIUMA MEXaHi3MaMH.

Cnoci6 3acmocysaHHA ma 003u.

Hopocii

3pHyaiina OUaTKOBA 103a Npenapary Tokap6a, Tabnerku mo 500 MI CTaHOBUTD IO 3 TabneTKu
4 pasm Ha noby. ITicima mOCATHEHHS ONTMMAIBLHOTO TEPANCBTHHHOTO edexTy m03y MOXKHA
3MEHIITUTH JI0 MATPAMYIOUOro piBHS — 2 TabneTKy 4 pasu Ha n00y.

TepaneBTHYHUH ePEKT TOCATAETHCA IPH no3i numie 1 Tabnerka 3 pasu Ha 5oOy.

3puyaiina MoYaTKoBa Ho3a mpenapary Tokapba, TabneTku mo 750 MI' CTaHOBHTb I10 2 TabneTku
4 pasu Ha 106y. Ilicms NOCATHEHHsS ONTHMATBHOTO TEPareBTHHHOIO eeKTy a03y MOXHA
SMEHIIIETH /10 MATPHMYIOUoro piBHs — 1 TabneTka KOXHI 4 rOIMHHU abo 2 tabyeTku 3 pasu Ha
00y .

Hayienmu 1imibo2o 6iKy

V [amieHTiB JNITHBOTO BIKy IIPHAOM MOJIOBUHH MaKCHMAJIbHOI J000BOI mo3u ab0o MeHIne
IIpenapaty Moxe Gy TH JOCTATHIM AN JOCATHEHHS TePanceBTUIHOTO eexTy.

Hayienmu 3 neLiHK0GOI0 HEOOCMAMHICIIO

V namieHTiB 3 XPOHIYHUMH 3aXBOPIOBAHHAMH IEUIHKH nepion HamiBBUBEAECHHA MOXe OyTH
TIpoIoBxKeHuUi. ToMy CIit PO3IILIHY TH MOYKJIMBICTD 30LUIBIIEHHS iHTEpBALYy MK IpHiOMaMy 103
mpemnapary.

Himu

He peKoMeH/y€ThCs 3aCTOCOBYBATH HiTsM.

Ilepeoo3ysanHua.

HasBHa o6MeXeHa iH(GOPMAIiS PO TOCTPY TOKCHYHICTH MeTokapbamony. Ilepemo3yBaHHS
MeTOKap6aMOJIOM YACTO TPAIUIAETECS Y MOEAHAHHI 3 aKOroeM abo IHINMMH TIperapaTaMy, 1o
npuraiuyors [JTHC, Ta CympOBOJDKYE€TLCS HACTYMHHMH CHMITOMAMM: HyJOT4, COHJIHBICTD,
OTiplIeHH s 30py, apTepianbHa rinoTeHsis, Cy0MH Ta KoMa.

Cilil 3aCTOCOBYBaTH CHMITOMATHYHE JiKyBaHHA, CINpPSIMOBAaHE Ha YCYHCHHA YCKIIHEHB.
[ligTpuMyroUi 3aX0[H BKIIOYAKOTH 3a0€3NeUeHHS MiATPUMKH BUIBHOI IMPOXIAHOCTI AMXAIbHHX
IITSXiB, KOHTPOJIB KiTBKOCTI Cedi, 10 BHIINAETHCS Ta MATPHMKY 3araibHIX [OKA3HHUKIB CTaHy
30pOB’4 i, 3a HeobXiTHOCTI, BBEIEHHs BHYTPIIIHbOBEHHUX pijuH. KopHCTh JIKYBaHHA HUIAXOM
reMozialisy IpH Mepeo3yBaHHi HEBLAOMA.

ITo6iuni peaxuii.

ITix "ac 3acTOCYBaHHS METOKapOaMOIy CIIOCTePIratics Taki HebaxaHi ePeKTH:

Op2aHizM 6 YinoMy: aHTiIOHEBPOTHUHUH HaOpsK, aHa(iTakTHYHA PEaKIlis, THXOMaHKa, nedanris;
3 6OKy cepyeso-CyOUHHOI CUCMEMU! GpanuKapis, NPUIUIMBH KPOBi 1O OOMMIUS 1 BEPXHBOI
[OJIOBHHH TiJTa, 3HIKCHHS apTepiaTbHOro THCKY, BTpaTa CBiOMOCTI;

opzanu MmpaeienHs: JHCIETCis, XOBTHALS (BKIFOYAOYH XONCCTATHIHY YKOBTSHHIIIO), HYI0Ta,

OJIFOBaHHS; ‘;\&,\\'

3 60Ky cucmemu Kposi ma JLiM@amuunoi cucmemu. TeHKONEHIAY [OBHOBA KRV
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3 60Ky Hepeoeoi cucmemu: 30YIDKEHHs, BI9YTTA TPUBOTH, TPEMOP, aMHe3is, CIUTYyTaHICTh
CBiZOMOCTI, IHMIITOMNifA, je3opieHTaiis abo NepeIHEIPUTOMHMN CTaH, BEPTHUIO, 6€e3COHH,
COHJIMBICTh, CNAabKiCTh Ta MNOMIpHA HEy3TOKEHICTH B poboTi M’s3iB, HicTarM, CYIOMH
(BKJIIOUAIOYH LI THIHI HAax);

3 60Ky wKipu i NIOWKIPHOT KNIMKOBUHU! HEUiTKICTh 30py, KOH FOHKTHBIT, 3aKIaJEHICTh HOCA,
MeTaNeBHil IPICMaK y POTi, CBepOiXk, BUCHTIAHHS, KPOIIUB AHKA.

Tepmin npudammnocnii. 4 poXu.

YmoBHu 30epiranns.
36epiraTy B OpHriHaTbHiM yIaKOBL IPH temmneparypi Big 20 °C no 25 °C.
36epiraTi y HEJOCTYITHOMY JUISL ITeH MicITi.

YnakoBKa.
o 24 TabIeTKy y TONETHICHOBOMY (IIaKOHI, 3aKyIOPEHOMY IIPOBKOIO 3 CHCTEMOIO 3aXHCTY Bill
TiTel, 13 3aXUCHAM KiJIBIIEM.

KaTteropis BIANyCKY.
3a penenToMm.

BupooHuk.
I'panynec [nais Jlimiten
Granules India Limited

Micue3HaxoIKeHHs BAPOOHHKA Ta Horo aapeca MicIsl MPoBaXKEeHHS NiSlJILHOCTI.

Cropgeii Ne 160/A, 161/E, 162, 174/A, Tarinnanyp Binimpk, Hysairan-I'anaivaicamma Mannai,
Menuan-Mankampkripi Jlicrpikr, Texanrana 500043, nis

Sy.No. 160/A, 161/E, 162, 174/A, Gagillapur Village, Dundigal-Gandimaisamma Mandal,
Medchal-Malkajgiri District, Telangana 500043, India (IND)

3aaBHHK.
M. BIOTEK JIIMITE[L
M. BIOTECH LIMITED

Micne3HaXoXKeHHsI 3asiBHHKA.
Inexcroys Xays, 77-79 Xait Crpit, Eram TB20 9T'H, Cyppeii, Benuika bpuranis
Gladstone House, 77-79 High Street, Egham TW20 9HY, Surrey, United Kingdom
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