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OBIAS XAPAKTEPHCTHKA JEKAPCTBEHHOT'O IIPEITAPATA
(nadopMAalEs VI CHENAATACTOB)

1. HAUMEHOBAHUE JEKAPCTBEHHOI'O ITPEITAPATA

TIPEJICTATUH, nopowok JMO(GHIMSMPOBAHHEIA s [PUTOTOBICHHA pacTBOpa ANd
HHBEKIUH 5 MT.
MeKTyHAPOAHOE HENATCHTOBAHHOE HAMMCHOBAHNE: HCT.

2. KAYECTBEHHBII ¥ KOJIMYECTBEHHBII COCTAB

OnvH (GIaKOH CONEPXUT Odelicmeyioujee 6eujecmeo. CaMIpoctT (B mepecdeTe Ha MENTHNLL) —
5 MT, GCHOMO2aMENbHOE 8eujecme0. aMAHOYKCYCHAs KHCJIOTa (TnmImH).

3. JEKAPCTBEHHAS ®OPMA
IMopowoK Jro(GuIN3NPOBAHHDIH UL IPHIOTOBJICHAS PACTBOPA UL HHBEKIHH 5 MT.
4: KIIMHUYECKUWE JAHHBIE "
4.1 beaaamm K I[PUMEHEHHI0

TIpencTaTHH IPUMEHSIOT ¥ B3POCIBIX B KOMILIEKCHOM JICICHHH XPOHHHIECKOTO [IPOCTATUTA B
OCJIOHEHHH 1ocye oepanyil Ha NPeICTaTENBHOM KeIese.

4.2 PexxuM JO3MPOBAHASA M CHIoco0 NMpuMeHEeHAs

PexuM 103UpOBaHUI ,
BHYTPUMEILIEYHO €XECAHEBHO O{HOKPATHO 1O 5-10 Mr B Teuenue 5-10 xaeit.

TTpr HeOGXOTUMOCTH IPOBOST HOBTOPHBIA Kype (Fepe3 1-6 MecATEB).

Cnoco6 npuMeneHus

Tlepen MpUMeHEHHEM TpenapaTa HeOOXOMMO IIPOBECTHA AILICPIHICCKYIO pody.

TlpemapaT BBOAST BHYTPHMBINEUHO. IIpHroToBNEHEE pacTBOpa Npenapara OIMCAHO B
pazznene 6.6.

Ocofble rpynis! NAHEHTOB

Iayuenmpr ROJNCUNO20 603PACMA, NAYUEHMbL C HAPYULEHUEM yHKYUYU NEYeHY, noYex

C OCTOpPOXHOCTBHIO, B CBA3H C TEM, YTO JNAHHBIC KacalomHeCs ocoGeHHOCTEH NPUMEHEHAS Y
JIAHHBIX TPYTIHI NAMEHTOB OrPaHAYICHBL.

4.3 IIpoTHBONOKA3AHAS

— TUNEPUYYBCTBATEIBHOCTE K AEHCTBYIOMEMY BEIIECTBY IIPEIIapaTa;
— meTckmit Bp3pact Jo 18 jer.
C 0c0601i 0CMOPOAHCHOCHBIO: OTATOIICHHE alIeproaHaMHes.

4.4 Ocofble yKa3aHus ¥ MepbI MPEJOCTOPOKHOCTH PH NPAMEHCHUH

C OCTOPOHOCTHIO HA3HAYAIOT MANMEHTAM C OTATOMCHHBIM a/lIeproaHaMHE30M.

113-3a BO3MOXHOCTH Pa3BUTHs aHAQHIAKTHIECKOH PEaKIIMA PEKOMEH/IYCTCH pEIBAPUTENHHO
IPOROJMTE BHYTPHKOXKHYIO Tipo0y. B  cpeiHion HacTh BHYTPEHHEH IIOBEPXHOCTH
TpeTIedbs, NPEABAPHTEIBHO 00paboTaHHYI0 aHTACCITHYECKIM CPE/CTBOM, BHYTPHKOXHO
peogutcs 0,05 M HCHBITYeMOrO JIEKapCTBEHHOIO CPEICTBA. V4er pe3yiBTATOB KOMKHOH
Tpo6E! OCYIIECTBIIAETCA BpadoM yepes 20 MUHYT U 24 4, .

B ciny4yae HONOXHTENBHON pEaKmvd B BHAC MECTHBIX NposBJICHAHN (THIEpemMus, 3yA, OTeK
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mraMeTpoM Boree 10 MM) i 00X CHMITOMOB (KpanmBHHIA, AHTHOHEBPOTHYECKHHN OTEK,
6poHXOCTAa3M, TRIIOTEH3MS) HA3HAUCHHE JICKaPCTBEHHOTO CPEACTEA IPOTHBOIIOKA3AHO.

4,5 BizammoaeiicrBHe ¢ APYrHMH JEKADPCTBEHHBIMH HNpenapaTraMd H ApyrHe BHABI
B3aUMOJEHCTBUSA

He BRIfBIICHO CiIyYacB HETaTHBHOTO B3auMOJEUCTBHS NPpH COBMECTHOM Ha3HA4YCHAH C
,[lpyTHMPI JICKapCTBCHHBIMHI npenaparamy, HUCIIONB3YIOINUMHCA UL JIe4YCHUd XPOHHYCCKOT'O
NnpocTaTuTa 1 OCJIOXKHEHUH ITOCIIC onepaunﬁ Ha HpCﬂCTaTeHBHOﬁ Xenese.

4.6 @epTHIHHOCTH, 0ePEMEHHOCTD H JAKTANMA
[Tpenapar He MOKa3aH K NPUMEHEHHMIO ¥ MEHIIHH.

4.7 Biusaue Ha CIOCOGHOCTH YHPABJAATH TPAHCHOPTHRIMH CPEACTBAMH M pabotars ¢
MeXaHH3MaMH

He Bimser Ha CHOCOGHOCTH YIPABIATh TPAHCIOPTHBIM CPEICTBOM MM 3aHMMATHCA
MOTGHUMATHHO  OMACHHIMH  BHIAMH  NESTEIBHOCTH, — TpeOyroImuMH [IOBBIICHHOH
KOHIEHTPALHE BHUMAHUS H GBICTPOTH ICHXOMOTOPHBIX PEaKIHH.

4.8 HexenareabHbIe peaKkun

Hapyuwienus, co cmopoHvl UMMYHHOU CuUCHebl. HacTOTa HCHM3BECTHA — a/UIeprirdecKue
peaKuyu, ,

B cirydae BO3HMKHOBEHHS AMNIEPrAYECKOH PEAKIIHA JICHCHHE IPCapaToM IpeKpanaroT.
CoolnieHne o OA03PeBaEMbIX HEKEIATEILHBIX PEAKIHAX

Baxzo coo6I(aTh O NOJO3PEBAEMBIX HEXENATENbHBIX PCAKIHMAX IOCHC PErHCTPALiH,
JIEKapCTBEHHOTO MpemapaTta ¢ Heblo  O0ecmeveHns —HEIPEPEIBHOIO MOHUTOPUHTA
COOTHONIEHHS «IOJB3a — PHUCK) JICKAPCTBEHHOIO Nperapara. MeuuUHECKIM paboTHHKaM
peKkoMerIyeTcst ¢0o0maTh O JIOOBIX TONO3PCBACMBIX — HOKEIATCIIBHBIX peaxmusx
JIEKApCTBEHHOTO IIperapaTa 4epe3 HaIMOHATBHBIE CHCTEMBI cooOmEenys O HEXEIaTeIbHBIX
peakuusx (YII «llentp okcnmeprHs # JCIBITAHME B 37paBooxpadeHmu M3 Pby,
http://www.rceth.by).

4,9 Tlepeno3npoBka

Asnenus Nepea03UPOBKY IIPH IPUMEHCHUN npernapara 1o HACTOSIIErO BPpEMEHH HE ONHCAHBL.

5, ®APMAKOJIOTHUECKHE CBOMCTBA

5.1 ®apMakoauHAMHYECKME CBOHCTBA

(dapmakoTepaneBTHIecKas rpymnna: ITpoune mperaparhl, NPEMEHIEMBbIC NPH JICUCHHH
n96p01<aqecmeHHof1 TUTEPIUIA3AHA IPEACTATENBHOM KENC3EL.
Kox ATC: G04CX, ’

TIpeACTATHE: TIOJYYAIOT M3 TKAHH IPOCTATH GBIKOB ¥ OBIMKOB, NOCTHIIIHIX HOJIOBOH 3pENOCTH.
TTpe/CTATHH HMEET CIeNU(HUIecKOe OPraHOTPONHOE ACHCTBHE Ha NPEACTATEILHYIO KEIC3y.
[Tpu 3aboeBaHMK TPENCTATENLHOM JKeNe3Bl Ipernapart cnoco0CTBYeT HOPMATH3ANNH
MEKPOIMPKYISIEA 4 TPOMOOLMTAPHO-COCYUCTOr0 IEMOCTa3a, YMCHBINACT OTEK TKAHH,
NEHKONMTAPHYI0 MHQIMIBTPAIMIO, IIPOABIAET OIOCPEAOBAHHOE 0aKTepHOCTaTHIECKOS
BIIHMAHHE Ha MuKpoduopy cexpera. IIpencTaTiH HOpManu3yeT CIEPMATOreHe3 (yBeMIHABAET
KOJMYECTBO ¥ [OJIBMXHOCTE CIIEPMATO30U0B), BIMACT Ha TOHYC MBI MOYEBOTO IY3BIPA.

5.2 ®apMaKOKHHETAYECKHE CBOHCTBA

(DapMaKOKI/IHeTH‘IeCKHﬁ aHAIH3 3aTPYAHUTCIICH BCIEJCTBUE CJIOXKHOIO COCTaBa npenapara,
BKJTIOYAIOWIET0 CYMMY ¢3000AHPIX AMPHOKHUCIIOT H HENTHIOB JXHBOTHOTO NPOHCXOXKIACHUA.
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6. PAPMAIIEBTHYECKHE CBOMCTBA
6.1 IlepedeHs BCIOMOraTebHBIX BEMECTB
AMHIHOYKCYCHasl KHCIOTA (TIHIHH).

6.2 HecoBmecTUMOCTD
ViccriejoBasms He IPOBOMVIHCE. He crie/lyeT cMemrBaTh ¢ APYTHMY IPCHapaTamMy.
6.3 Cpox rogHoCTH

3 roxa.
He npuMeHATH 110 HCTEYEHUH CPOKa FOJHOCTH.

6.4 OcoGbie MEPBI NPEXOCTOPOKHOCTH IIPH XPaHCHAH
XKpaHWTb B 3aIMIICHHOM OT CBETa MECTe IIPH TEMIIEPATYPE HE BBIIIC 25°C.
6.5 XapakTep u cojepkaHue NEPBATHOMH yIaKOBKH

o 5 Mr GHOJIOrMYECKA AKTUBHOIO BEMECTBA BO (IAKOHEL 5 (IIAKOHOB BMECTE C JIMCTKOM-
BKJIAZBIIIEM [IOMEUTAIOT B IIAYKy W3 KapTOHA.

JUtst mocTaBky B cTanmoHapsl: 40 (aKoHOB BMECTE C JIMCTKOM-BKIIAIBIINICM [IOMEINA0T B
rpyIIIOBbIE KOPOOKH,

6.6 Ocofbie Mepsl IPETOCTOPOKHOCTH TNPH YHHITOKCHHH HCIIOJIL30BAHHOTO
JIEKAPCTBEHHOr0 INpenapaTa MM  O0TX0A0B, NOJYYEHHRIX IOCTe HpUMEHEeHHS
JIeKApPCTBEHHOT0 NPENapaTa wid paéoTsl ¢ HUM

TopomoK THO(GHIH3NPOBAHHEI MEpe]l HHBEKIUeH PacTBOPAIOT B 1 mx 0,25-0,5% pacrsopa
HOBOKAaWHa, H30TOHHYECKOTO PacTBOpa HATPHA XJIopu/ia 0,9% H; BOIBI [T HHBEKIHH.

ITp¥ WCIIONB30BAHAN HOBOKAWHA KK PACTBOPHUTCIA HeoOXOUMO YYUTHIBaTh HHPOPMANIIO
0e30macHOCTH HOBOKaMHA. '
Her 0co65IX TpeOOBaHUMA K YTHIA3AMHH.

Bech OCTABIIMICS JIEKAPCTBEHHBIH IIpemapaT X OTXOABI CIEAYeT YHUIIOKUTE B
YCTAHOBJICHHOM ITOPSIKE.

6.7 YcaoBas 0TIYCKA

ITo peuenry.

7. IEP)KATEJb PETUCTPAIIMOHHOI'O YAOCTOBEPEHUSA ot MEg,
PVII «BenMeanpenaparsiy, N M' N
Pecny6nuxa Benapycs, 220007, . MuHCK, > &L

yi. ®aGpunmyca, 30, Ten./dakc:(+375 17) 220 37 16, thay
e-mail; medic@belmedpreparaty.com

8. HOMEP PETACTPAIIMOHHOI'O YIOCTOBEPEHUSI

9. JATA IIEPBIYHON PETICTPAITAN
Jlata nepeuuHOit permerpauuy: 17 nexabps 1991 r.
10. JATA IEPECMOTPA TEKCTA




