IHCTPYKIA
AJISl MeIMYHOI0 3aCTOCYBAHHS Npenapary
HO-IIIIA®
(NO-SPA®)

CkJiaj JikapcbKoro 3acooy:

oioua peuosuHa: TPOTABEPHH;

1 TabneTka MIiCTUTH APOTaBEpHHY Trifapoxnopuny 40 mr;

OONOMINCHI peyosuHuU: MaTHIIO CTeapaT, TAIBK, TIOBIOH, KPOXMaJIb KYKYPYI3SHHM, TAKTO3W MOHOT1IpaT.

Jlikapcbka gopma. TabmeTku.
OmnykJi TabJIETKH )KOBTOT'O KOJIBOPY 13 3€JIEHYyBaTUM a00 MOMapaHYeBUM BiATIHKOM; 3 TPaBIIOBAaHHAM
«Spa» 3 OJTHOTO OOKY.

Ha3Ba i micue3HaxomkeHHsI BHPOOHHMKA. XIHOIH 3aBox dapmaneBTHYHUX Ta XIMIYHHX
[ponyxris IpaiiBiT Ko. JITa., Yropumna/CHINOIN Pharmaceutical and Chemical Works Private
Co. Ltd., Hungary.

2112 Bepemenpxas, Jlesai, y. 5, Yropumna/2112 Veresegyhaz, Levai u. 5, Hungary.

BuacnHuk Toprosoi ginensii. TOB «Canodi-ABenTic Ykpaina», Ykpaina/Sanofi-Aventis Ukraine
LLC, Ukraine.

dapmakoTepaneBTHYHA rpyna. 3aco0u, sKi 3aCTOCOBYIOTHCS NMPH (PYHKITIOHATBHUX IILTyHKOBO-
kumkoBux posnanax. Kog ATC AO3A DO02.

JlpoTaBepuH — MOXiIHE 130X1HOJIHY, SIKU BUSBIISIE CTIa3MOJIITUYHY [0 Oe3MmocepeIHh0 Ha TIAIKy
MYCKyJIaTypy HUISIXOM IpUrHiueHHs aii pepmenty gocdoniectepaza IV (DUE 1V), mo cnpuunnse
30UIbIIeHHs KOHIEeHTpamii mTAM® 1, 3aBAsSKH 1HAKTUBAIll JIETKOTO JIAHIIOKKA KIHA3UW MiO3UHY
(MLCK), 1o po3cnabieHHs TTIaaKoro M's3a.

In vitro nporaBepun mnpurHiuye niro ¢epmenty OJIE IV 1 He BmmBae Ha fAit0 130pepMEHTIB
docdomiectepaza I (OJIE III) i pochomiecrepaza V (DAE V). ®JIE IV mae Benuke GyHKIIIOHAIEHE
3HAYCHHS JIJIs1 3HIKECHHSI CKOPOYYBAJIbHOI aKTHBHOCTI TJIAJKUX M’sI31B, TOMY BHOIPKOBI 1HTI01TOpH
Iporo (epMeHTy MOXyTh OyTH KOPHUCHMMHU Ui JIIKyBaHHS XBOpOO, SIKI CYNPOBOIKYIOTHCS
TINEePPyXJIMBICTIO, @ TaKOXX PI3HUX 3aXBOPIOBaHb, IMiJl Yac SKHUX BUHUKAIOTH CHA3MH ILTyHKOBO-
KHUIIKOBOT'O TPAKTY.

VY kJTiTHHAX TIaaKuX M’ s131B Miokap/a Ta cyauH TAMO® rigpodizyeTbes 31e0UTbII0oro 130hepMEeHTOM
@®JIE III, Tomy aporaBepuH € €()EKTUBHUM CIIA3MOJIITHYHUM 3ac000M, SKMHA HE Mae 3HAYHHX
nmoOiuHNX edekTiB 13 00Ky CeplieBO-CYJIMHHOI CHCTEMHM Ta CHJIBHOI TEpameBTHYHOI Jii Ha IIf0
cCHCTEMY.

JpoTaBepuH edeKTUBHUNA NpHU CHa3Max IJIaJKOi MYCKYyJaTypH SIK HEpBOBOTO, TaK 1 M’sI30BOTO
MOXO/UKEeHHS. JIpoTaBepuH [i€ Ha TIJagKy MYCKYJaTypy LIUTYHKOBO-KHIIKOBOi, OiliapHOi,
CEYOCTaTeBOI Ta CyJIMHHOI CHUCTEM HE3aJIC)KHO BiJl THITY IXHBbOI aBTOHOMHOI 1HHEpBAITii.

Bin nocuitioe KpoBoOOIT y TKaHUHAX 3aBASKH CBOTH 3/1aTHOCTI pO3IIMPIOBATH CYIHHH.

Jist aqpoTaBepuHY € CUIIBHIIIOO 3a JIi0 MMarmaBepuHy, abCopOIIist OUTBI IMIBUIKA Ta IOBHA, BIH MEHIIIE
3B’sA3y€ThCA 3 OlIKaMu cupoBaTKH KpoBi. [lepeBaroto IpoTaBepuHy € TaKOX Te, 10 Ha BIIMiHY BiJ
TaraBepuHy, MIiCIIsl HOTo MapEeHTEPATILHOTO BBEICHHS HE CIIOCTEPITa€ThCS TAKOTO MOOIYHOTO ePeKTy
SIK CTUMYJISIITIS] TUXAHHSL.

JIpoTaBepuH MIBUIKO Ta MTOBHICTIO a0COPOYETHCA MMICIIS MEPOPATHLHOTO 3aCTOCYBaHHs. BiH BHCOKOIO
Miporo (95-98 %) 3B’s13yeThes 3 albOyMiHAMM IUIa3MH, raMa- Ta 6eTa-rinodyniHaMu. MakcuMasiabHa
KOHLEHTpallisd Yy  CHpOBaTLl JocsraeTbcs Mnpotarom 45-60 XBWIMH MICAS NEPOPATBLHOTO
3actocyBanHs. [licas nmepBuHHOrO MeTabomizMy 65 % BBeleHOT 103U HAIXOIUTH 10 KPOBOOOITY Y
HE3MIHCHOMY BHTIJISI]II.

Metabomnizyerbes y nevinni. HamiBnepioa 61010TiYHOTO iCHYBaHHS CTAaHOBUTH 8-10 roauH.



3a 72 rTOAMHU IpOTaBepUH MPAKTHUYHO IOBHICTIO BHUBOJAUTHCS 3 OpraHizmy, npubmuszno 50 %
BUBOJUTHCS 13 cedero Ta mnpubdauszHo 30 % — 3 xkanoM. B ocHOBHOMY ApoTaBepuH BUBOJIUTHCS Y
¢dopmi MeTabomiTiB, y He3MiHEHiH (hopMi B ceyi He BUSBISIETHCS.

IToxa3aHHs 1/ 3aCTOCYBAHHS.

3 JKYBaJIBHOIO METOIO TIPHU:

— cmasMax TJAAKoi MYCKYJNaTypd, TIIOB’S3aHMX 13 3aXBOPIOBaHHAMHU OUTIAPHOTO TPAaKTYy:
XOJICIIUCTOIITIa31, XOJAHT10J1iTia31, XOJICIUCTUTI, IEPUXOJICIIMCTHUTI, XOJIAHTITI, AT

— cma3Max TJaJKoi MYCKYJATypH IIpH 3axXBOPIOBAaHHSIX CEUOBOIO TpakTy: HedposiTiasi,
ypeTpotiTiazi, MENiTi, MUCTHUTI, TEHE3MaX CEYOBOTO MiXypa.

Sk momomiXkHE JTIKyBaHHS MPH:

— cra3max IJIaJKol MyCKyJaTypH ILTyHKOBO-KHUIIKOBOTO TPAKTy: BUPa3KOBil XBOpOO1 NITyHKa Ta
JIBaHAIATHUIIAT01 KUIIKH, TaCTPUTI, Kapaio- Ta/abo mijopocnasmi, EHTEpHUTi, KOJITi, CIACTUYHOMY
KOJIITI 13 3aIIOPOM 1 CHHIPOMI MOAPA3HEHOTO KUIIEYHUKY, 110 CYTPOBOIKYETHCS METCOPU3MOM;

— TOJIOBHOMY OOJIIO HAINIPYKECHHS;

— TIHEKOJIOTIYHUX 3aXBOPIOBAHHSIX (TUCMEHOPEs]).

IIporunoxka3anHus.
[ligBumeHa 4YyTAUBICTH 10 JApOTaBepuHY abo 10 Oynb-sSKOr0 KOMIIOHEHTa mpemnapary. Tspkka
TEeYiHKOBa, HUPKOBa a00 cepiieBa HEAOCTATHICTh (CHHIPOM MaJIOTO CEPIIEBOTO BUKHUY ).

Haue:xkni 3axoam 0e3nexu nNpu 3acTOCyBaHHI.

3acTOCOBYBATH 3 OCOOJIMBOIO OOCPEXKHICTIO MPU apTepiayibHii rinoTeHs3ii.

Koxna Tabnerka npenapary Ho-mma® mictuts 52 mr nakrosu. He 3acTocoByBaTH [UIsl TiKyBaHHS
XBOPHX, K1 CTpaXKI1al0Th Ha PiJIKICHI CMIAJKOBI 3aXBOPIOBAHHS, TaKi K HEMIEPEHOCUMICTh
rajakTos3u, Aediuut jgakrazu Jlamma abo cHHAPOM MaIbabCOPOIIiTl TIIFOKO3U-TAIAKTO3H.

Oco0.1uBIi 3acTepe:keHHs.

3acmocysanns y nepiod eazimuocmi aéo 200y8anHs 2pyoon.

Bacimnicmes. Sk mokazanu pe3yJbTaTH PETPOCTIEKTUBHUX KIIHIYHUX JOCIIIKEHb Ta JOCIIKEHb Ha
TBapHHaX, IepopalibHE 3aCTOCYBaHHsS Ipernapary He CHPUYMHSIO SKOJHUX O3HAK OyJb-sIKOTO
npssMoro a0o HEmpsMOTo BIUIMBY Ha BariTHICTh, €MOpIOHAJIBHUN pPO3BUTOK, MOJOTH abo
MICNIANONOroBU po3BUTOK. OJHAK HEOOX1IHO 3 OOEpEeXHICTIO NMpHU3HAYaTH HpenapaTr BariTHUM
KIHKaM.

T'ooysanns epyoorw. Uepes BIACYTHICTh JaHUX Y MEPi0]] TOAYBAaHHS TPYII0 3aCTOCYBaHHS Mpenapary
HE PEKOMEHIY€ThCS.

30amnicmb énaueamu Ha WEUOKICMb PeaKyii npu KepyeanHi AgmMompancnopmom aoo pooomi 3
iHWumu mexanizmamu. SIKIO y TALIEHTIB MICIs 3aCTOCYBaHHs Ipenapary CIOCTEpIiraeTbes
3araMOpPOYCHHS, BOHU MOBHHHI YHUKATH TOTEHIIIHO HEOE3NEYHHUX 3aHATh, TAKUX SIK KepyBaHHS
aBTOMOO1JIEM 1 BUKOHAHHS pOOIT, 110 TOTPeOYIOTH MiABUILIEHOT YBaru.

Mimu. JlitTam BikoM 10 6 pOKiB 3aCTOCYBaHHSI Mperapary MpOTUIIOKA3aHO.
3acTocyBaHHS IPOTABEPUHY JITSAM HE OIIHIOBAJIOCS y KIIIHIYHUX TOCIIHKCHHSIX.

Cnocid 3acTocyBaHHs Ta 103M.

Jlopocni: 3BU4aiiHa cepeaHs 103a cTaHOoBUTH 120-240 Mr Ha 100y 3a 2-3 npuifoMH.

V pasi 3acTOCyBaHHS APOTABEPUHY TITIM:

o dimeti gixom 6-12 pokie MaKCUMalIbHA J000BA /1032 CTAaHOBUTH 80 MT (po3/ijeHa Ha 2 TPUHOMH);
014 _dimeii gikom cmapuie 12 pokie MakcuMallbHa 1000Ba 7032 cTaHOBUTH 160 Mr (po3aijieHa Ha
2-4 mpuiiomu).

Ilepeo nouamkxom 3acmocysanns mabnemox Ho-wna® y 0oszyiouomy xowmetinepi 1meoOXioHo
8UOAIUMU 3AXUCHY CMPIUKY Ni0 KPULKOIO Ma 3AXUCH)Y HAKIEUKY Ha OHI KOHmelHepa.




Ilepeno3yBanHsl.

Cumnmomu: TP 3HAYHOMY TI€PEJ03yBaHHI APOTABEPHHY CIIOCTEPIrajucs MOPYIICHHS CEpLEBOTO
PUTMY Ta IPOBIAHOCTI, B TOMY YHCJIi TOBHA OJI0KaAa myyka ['ica Ta 3yniHKa cepiis, SiKi MOXKYTh OyTH
JeTaIbHAMU.

[Ipu mepeno3yBaHHI MAIiEHT MOBUHEH 3HAXOJUTUCS TiJI PETEIBHUM CIIOCTEPEKEHHSIM JIKaps Ta
OTPUMYBATH CUMIITOMaTHYHE JiKYBaHHS, BKIIOUAIOUN BUKJINKAHHS OJIIOBaHHA Ta/ab0 MpPOMHBAHHSA
HUTyHKA.

IMo6iuHi edexTH.

[To6iynHa mis, 1m0 crocTepiraiacs i Yac KIHIYHUX JOCIHIKEHb 1, MOXKIIUBO, Oyia CipuYMHEHa
JPOTaBEPUHOM, PO3IMOJIICHA 32 CUCTEMOIO OPTaHiB Ta YaCTOTOI0 BUHUKHEHHS: JTy>Ke MoImupeHi (>
1/10), mommpeni (> 1/100, <1/10), wemommpeni (> 1/1000, <1/100), mooxuuoki (> 1/10000,
<1/1000), Bkpait mooauHOKi (<1/10000).

Hopywenns imynnoi cucmemu. I10OIWHOKI: anepriuHi peaxiiii, BKIOYAIOYM aHTIOHEBPOTHYHUM
HaOpSK, KPOTIHMB SIHKY, BUCHUIIAHHS, CBEPOiXK, TIMEPEMIt0 MIKIPH, MTPOMACHUITIO, 03HOO, IiBUIIICHHS
TEMIEPaTypH Tiia, CIa0KICTb.

Cepyeso-cyounni nopywenns. IIOOTUHOKI: TPUCKOPEHE CEPIICOUTTS, apTepialibHa TITOTCH3IS.
Topywenus Hepeosoi cucmemu. I100qUHOKI: TONOBHUH 0171, 3aIaMOPOYEHHS, O€3COHHS.
LInynkoso-kuwikoi nopyuienns. I100qUHOKI: HY10Ta, 3a110p, OJFOBAHHS.

B3aemoniss 3 iHmmMMEM JikapcbkuMH 3aco0amMu Ta iHmi Buam B3aemofiil. [HribiTopm
dbocdomiecTepasu, Taki K ManaBepuH, 3HIKYIOTh aHTUIIAPKIHCOHIYHMNA edekT aeBomonu. Ciuifg 3
00EPEXHICTIO  3acTOCOByBaTH mpemapar Ho-mma® omHoYacHO 3 JIEBOJAOIOK0, OCKIIBKH
AHTUTIAPKIHCOHIYHUH e(DeKT OCTaHHBOI 3MEHIITY€E€THCS, & PUTIIHICTD Ta TPEMOP MTOCHITIOIOTHCS.

Tepmin npugaTHOCTI.
Tabnerku Ho-mma® y Gricrepax Ta y 103yr040My KOHTEHHEP] — 3 POKH.
Ta6nerku Ho-mma® y ¢akoni — 3 pokw.

YmoBHu 36epiranns. 30epiratu y HeAOCTYITHOMY ISl TITEH MICIT.
30epiratu B OpHUriHaJIBHIN ynakoBui mpu Temrneparypi Hikde +25 [1C.

Ynakoska.

Ne 20 (10x2): mo 10 TabneTok y Oiictepi, mo 2 OiicTepu B KAPTOHHIN KOPOOIIi.

Ne 12: nmo 12 tabnetok y Omicrepi, no 1 6aicTepy B KapTOHHINA KOpOOII.

Ne 24: mo 24 tabnerku y Oiicrepi, mo 1 GmicTepy B KapTOHHIHM KOpOOITi.

Ne 100: mo 100 Tabnerox y ¢uakoHi, o 1 akoHy 3 HakJeiKo0 Ha (pIIaKoHI st KOHTPOJIIO EPILIOTO
BIJIKPHUTTS B KAPTOHHIN KOPOOIIi.

Ne 60: mo 60 TabneTok y 103yr04oMy KOHTEHHEp1, 3aKpUTOMY KPHILIKOIO 3 3aXHCHOIO CTPIYKOIO BiJ
BIJIKpUTTS, 110 1 J03yI0UOMY KOHTEIHEpPY B KapTOHH1I KOpOOLl.

Kareropis Binmycky. bes penenra.



