OBIIASI XAPAKTEPUCTHUKA JIEKAPCTBEHHOI'O IMPEITAPATA 9328 -20 10

B

1. HAMMEHOBAHUE JIEKAPCTBEHHOTI'O ITPEITAPATA
Cenrronere® ToTan TMMOH 1 Gy31Ha TaGNETKH i paccachiBanus 3 Mr/1 mr

2. KAYECTBEHHBII 1 KOJTUYECTBEHHBINA COCTAB
Kaxast TaGneTka IUisl paccachlBaHUs CONEPXKMT 3 Mr OeH3MAaMHHa MHAPOXJIOpHa 1 1 mr
LETHIITHPHNHAS XJIOPU/IA B BUJIE LETHIIITUPATMHAS XJIOPH/Id MOHOTH/IpaTa.

BcrnioMoraresibHbIEe BEIIECTBA, HAIMYKME KOTOPBIX HA0 YYHTHIBATh B COCTABE JICKAPCTBCHHOI'O
npernapara:

- mzomanbTHT (E953): 2448,3 mr / TabneTka i paccachlBaHHs.

- 6yruruapokcuanuzon (E320): 0,0004 mr / tabieTka st paccachIBaHHs.

- Hatpus Genszoar (E211): 1o 0,00075 Mr / TabreTka /uist paccachlBaHUS.

COTJTACOBAHO

BcrnomoraTebHbIE BELECTBA MIEPEUHCIICHBI B pa3ielefulicripcrBoM 31PABOOXPAHEHTS |
PECTIVBJIMKM BEJAPYChH
Tlpnkas MUHACTEDCTBE 3/PABOOX PAHEHH |

3. JIEKAPCTBEHHASI ®OPMA e
TabneTku 11 paccachIBaHHsI = et

Kpyrisle TaGNeTKH Ul pAaccachlBaHHsi CO CKOUICHHBIMH KpasMH H  IIEPOXOBATOH
TOBEPXHOCTHIO, OT CBETJIO-3€JICHOrO J0 3€NeHOro npera. Jlomyckaercss HalW4ue y4acTKoB
6€J10r0 IBETa, HEPaBHOMEPHOTO OKPAINMBAHMS, IIy3BIPHKOB BO3JlyXa B Macce TabJCTKH H
HeOOJBIIUX 3a3yOPEHHBIX KPaeB.

4. KIUMHUYECKHUE JAHHBIE

4.1 Iloxka3zaHusi K NPHMEHEHHIO

MeCTHOE CHMITOMATHYECKOE JiedeHHe HMHPEKIMOHHO-BOCIATUTENBHBIX — 3a00/1eBaHu
I0JIOCTH PTa ¥ TJIOTKH (HAIPUMED, TOH3WUIHT, (PAPHHTHT, CTOMATUT, THHTHBHT) Y B3POCIBIX
U JieTel ¢ 6 neT.

4.2 PexuM A03MPOBAaHHUSA U CNI0CO0 NPHUMEHEHUSI
Pexxum 103upoBaHus

Jlemu om 6 0o 12 nem: pexoMeHayeMasl 103a COCTaBJIsAeT 3 TabJIETKU B ICHb.
TabneTku clesyeT MEUIEHHO PaccachlBaTh BO PTY KaX/Ible 3 — 6 4acoB.

Jlemu cmapwe 12 nem: pexoMeHIyeMasi 103a COCTaBIsAeT 3 - 4 TabJIETKH B ICHb.
TabneTku clexyeT MEIIEHHO paccachiBaTh BO PTy Kaxble 3 — 6 4acos.

Bspocnvie: pekoMeH1yeMas 103a COCTaBisAeT 3 - 4 TabJIeTKH B ICHbB.
TabneTky cieyeT MeIJIEHHO paccachiBaTh BO PTy Kax/ble 3 — 6 4acoB.

ITayuenmer nodcuno2o 603pacma
Koppexuuu 103 He Tpebyercs.

Jlemu maaowe 6 nem
JlekapcTBEHHOE CPECTBO MPOTHBOMOKA3aHO JETAM JI0 6 JIeT, TaK KaK JaHHas JICKapCTBEHHAA
(opMa He IOAXOIUT IJIst 3TOM BO3PACTHON IPYIIIBL.
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JUis  JOCTIKEHHs OnTHMambHoro oddexra HE  ClCAyeT NMPUMEHATH _ Tpenapar

HEIOCPEICTBEHHO JI0 HITH Cpa3y MOCIIC THCTKH 3y00B. 157 '0 -7 U 19

He crejyeT mpeBbIIaTh PEKOMEHyEMBIE J03BL.
TIpo0IIKMTENBHOCTS IPUMEHEH S Tipeniapata — 0 7 THeH.

Cnocob npuMeEHEHU S
TabeTKu cieyeT MeUICHHO paccachiBaTh BO PTY KaXIbIe 3 — 6 4acos.

4.3 IIporuBonoxasaHusi

['Mnep4yBCTBUTENBHOCTD K JEHCTBYIOIIMM BELIECTBAM WITH K mo6OMY M3 BCIIOMOIaTEJIbHBIX
BEILECTB, IIEPEUMCIICHHBIX B pasjene 6.1.

Jletn Muamme 6 JeT, TaKk Kak JaHHas JeKapcTBeHHas (opMa HE MOAXOMMT JUIA 3TOH
BO3PACTHO IPYIIIBL.

4.4 Mepbl NpegoCTOPOKHOCTH
Ipemapar He creayeT mpuMeHsTh Gonee 7 mued. IIpu OTCYTCTBMH 3aMETHBIX NPHU3HAKOB
yIydIIeHHs] COCTOSIHHS MocNe 3 HeH JIeYeHus, CIIeyeT NPOKOHCYIbTHPOBATECSA C BPAtiOM.

.HCKapCTBCHHBIe (bOpMI)I IJIsT  MECTHOIro IPpUMEHCHHUS MOIyT BBI3bIBATH  PECAKIUH
TUIICPYYBCTBUTCIIbHOCTH, 0COOEHHO npu lIJ'IPITCJ'IBHOﬁ TCpaIyH. B Takux ciryHdasx
PCKOMEHAYETCA NPHOCTAHOBHUTD NIpUMCHECHHUE IIpe€napara H Ha3HAYUThL COOTBETCTBYIOILICC
JICYCHUC.

IIpenapar He cliefyeT MPUMEHATh OJHOBPEMEHHO C aHHOHHBIMH COCAMHCHHIMH (HanmpuMmep,
MpUCYTCTBYIOT B 3yOHOW macte). COOTBETCTBEHHO, HE PEKOMEH/I0BAHO MNPUMCHEHHC
TpenapaTa HeMoCPeACTBEHHO 10 UJIH TOCIIe YHCTKH 3y00B.

BeH3UJaMHH He PEKOMEHYeTCs NPUMEHSTh y NAlUEHTOB C THIEPYYBCTBUTCIBLHOCTBIO K
canumuiaTaM (HarpuMep, aleTHICATHIIOBO! KHCIIOTe, CATTHIIIOBON KUCIIOTE) UM JIPYTHM
HECTEPOM/IHBIM IIPOTHBOBOCIIATUTENBHBIM IIpErapaTam.

OBAHO
[MarenTaM ¢ OPOHXHAIBHON acTMOM ClEIyeT npoasm‘rb}bcr‘oﬁo;xédé h;. ,,,,,, 35 pucxa
GpoHXxOCIazMa. o ‘

l [Ipuxad MiuH
Peenvinukid L' u;\.n

B cBsi3M ¢ HanM4ueM B cocTaBe uzomanbtura (E953) npeuapasr He-pexemﬂnyercmﬁMeﬂbe
TalHEeHTaM, HMEIOIIIM PEIKYIO BPOJKIECHHYIO HEIIEPEHOCHMOCTh (PPYKTO3BL.

I[Ipenapar comepxut OyTtriruapokcuanuszon (E320), KOTOpbIH MOXKET BbI3BIBATE MCCTHBIC
KOXKHBIE peaKiuu (Harmpumep, KOHTAKTHBIH JePMaTUT) WM Pa3[paKEHUE I1a3 U CIU3UCTHIX
0007109€K.

Kaxzast Taberka comepxut g0 0,00075 mr Harpus Gensoara (E211). Harpust 6ensoar MOKeET
BBI3BATh MECTHOE pa3ZpPaKCHHE.

CenTojere TOTal JIUMOH U 6y3nﬂa HE COIEPXHUT caxap, CJIEA0BATEIIbLHO, MOXKCT IIPUMEHATHCS
Yy NallMEHTOB C CaXapHbIM IIHaGCTOM WJIA HAaXOOAIUXCS Ha HI’ISKOK&HOPHFIHOI’I JUCTE.

4.5 BsauMmojaeiicTBHe ¢ JAPYIMMH JIEKADCTBEHHBIMH MNpenapaTaMM H Apyrue BHIbI
B3aHMO/IeliCTBUS
Crnenyet uzberath OJHOBPEMEHHOTO IPUMEHEHHMS C NIperiapaTamMu U3 TPYIIIBl AHTHCETITHKOB.

He PEKOMEHOYECTCS OJHOBPEMCHHOEC MPUMEHCHHC C MOJIOKOM BBHIY BO3MOXXHOI'O CHHIKCHHUS
HpOTHBOMPIKpO6HOl"O JEeUCTBUS LIETHWINMUPHUIUHUAS XJIOpUaa.
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4.6 ®epTHILHOCTH, 0€PEMEHHOCTD U JIAKTAHA
bepeMeHHOCTh

JlaHHbIE O IPUMEHEHUU GeH3UIaMHUHA THIAPOXIIOPH/IA ¥ IETHINUPUMHNS XIIOPH/Ia B [EPHOA
OEpEMEHHOCTH OrPaHMYEHbl HIM OTCYTCTBYIOT. [IpuMeHeHHE TIperapara BO  BpEMs
OepeMEHHOCTH HE PEKOMEHYETCs.

['pynHOE BCKapMIMBaHHUE

JlaHHBIE 0 HATMYUKM OSH3MJaMHHA THIPOXJIOPH/IA HITH €ro MeTa00JIMTOB B TPYJHOM MOJIOKE
oTcyTcTBYIOT. He MoXeT OBITh MCKIIOYEH PUCK JUIA HOBOPOXKACHHBIX M IPYAHBIX JeTeH.
Heo6X0MuMO TIPHHATH PELIEHHE O TOM, CIIEAYET JIM IPEKPaTHTh IPY/IHOE BCKapMIIEBAHNUC HITH
IIPEKPATUTH/BO3IEPXKATHCS OT TEPAIlMK MPENapaToM, IPHHIMAs BO BHUMAHUE IPEHMYIICCTBA
IrpyZHOTO BCKAPMIJIMBAHMUS JUIs peOeHKa ¥ PEUMYIIECTBA JIEUCHHUS VI MaMBl.

47 BimsiHHe HA CIOCOGHOCTH YIPABIATH TPAHCIOPTHHIMH CPEICTBAMH H paboTaTh ¢

MEXaHU3MaMHU
HpenapaT He OKa3blBAa€T WJIM OKAa3bIBaCT HE3HAYMTEJIbHOC BIIMAHHC Ha CII0COOHOCTh

YIIPaBJIATh TPAHCIIOPTHBIMH Cp€ACTBaMHU HJIH pa60TaTb ¢ MECXaHHU3MaMH.

4.8 HexenaTeJbHbIC peAKIHH

Knaccuduxanus

qaCTOThbI

pa3BUTHUSA

OpraHu3aluy 31paBOOXPAHCHHS:

- oueHb yacto (> 1/10),

-ygacro (> 1/100 no < 1/10),
- HeyacTo (> 1/1000 mo < 1/100),
- peaxo (> 1/10000 mo < 1/1000),

- o4yeHb peako (< 1/10000),

MOOOYHBIX

s dexros

corjiaCHO

BcemupHoit

- 4aCToTa HC U3BECTHA (He MOJXET OBITh OIlEHEHA Ha OCHOBE HMEIOIIUXCS IlaHHbIX)

Penko OueHb peaKo YacToTa HE U3BECTHA
Hapymenus co CTOPOHBI AHapHIIaKTUYECKHE
UMMYHHOH CHCTEMBI peakuuu
Peakuuu
THNIEPYYBCTBUTEIBHO
CTH
Hapymienuss co CTOpPOHBI YyBCTBO JKEHHS
HEPBHOM CHCTEMBI I __|WJIM_OHEMEHHE
§ ) AC U i A iidﬂusnclTop“l 000JI04KH
| MM VORPIOAOETH pTa
Hapymenust co cTopoHsl|bponxocnasm | Mpskas Musnicrepers awenis |
IBIXaTeNbHOH  CHCTEMBI, I I i bbbt R,
OpraHoB IpyHOU KIETKH U
CpeIOCTEeHUS
HapymeHuss co CTOPOHBI Pazgpaxkenue
eIy I0YHO-KHILIEYHOT O CIIM3UCTON  000JIOUKH
TpakTa MOJIOCTH pTa
YyBCTBO JKKEHHSI B
MOJIOCTHU pTa
Hapymenuss co croponsl|KpanuBHUIIA
KOKH U NOKOXHOU TKaH! |POTOUYBCTBUTEIBHOC
Th

A

-

|
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CoobIIeHHe 0 10103PEBAEMBIX MOOOYHBIX PEAKIHUAX - >
BaxHO cOOBIATh O IIONO3PEBAEMBIX HEXEATENbHBIX PEaKIHAX MOCIe PErucTpalii
JIeKapCTBEHHOTO ~ Tpemapara ¢ Leblo  00ecreyeHus  HEMpephIBHOTO MOHHUTOPHHTA
COOTHOIIGHHS  «TOJIB3a-PUCKY  JIEKApCTBEHHOro —Tpenapara. [Ipocum  MEAMIMHCKHX
paGoTHHKOB ~ coo0marh O JIOOBIX — MOJO3PEBACMBIX  HEMEIATCIBHBIX peaKmusIx
JIeKapCTBEHHOr0 INperapaTa yepe3 HalHMOHABHBIE CHCTEMBI COOOIIEHUST O HEXeNIaTeJIbHBIX
peaxuusx.

CoOBIIEHHS 0 HeXeIaTeNbHBIX PeaKI|sX PU NpHeMe NpenapaTa MOryT ObITh HallpaBIICHBL:

- PEeJCTaBUTENIO MPOU3BOAUTENS: [IpeficTaBUTENBCTBO Axumoneproro O6mmecrsa «KRKA,
TOVARNA ZDRAVIL, D. D., NOVO MESTO» (Pecrybmuka CroBeHnus) B PecnyOnmike
Benapycs: 220114, Peciy6iuka benapycs, r. MUHCK, yiIL. dunuMonoBa, 1. 25T, oduc 315.
Ten/daxc +3757407409230. E-mail: info.by@krka.biz.

- B YII «lleHTp 3KCrepTH3 ¥ UCIbITAHHH B 31PaBOOXPAHEHMM: C HCIIOJIB30BAHHEM (hopMmbI
W3BEIICHHS O HEXeJaTebHOM peakiuuu Ha caiite www.rceth.by, mo 21eKTpoHHOH mouTe
repl@rceth.by wmm no anpecy: ToBapuIeckuil epeyIok, 2a, . Munck, 220037, Pecybivka
Benapycs, Ten/dakc 242-00-29.

4.9 Ilepexo3upoBka

CuMnTOMBI

CHMITOMBI ~ HEPENO3MPOBKM  OeH3uJaMuHA:  BO30OYXIACHHOE  COCTOAHHME,  CYAOPOTH,
TIOBBIIIEHHOE MOTOOTHEJICHHE, aTaKCHsl, 03HO0, pBOTa. [10CKOIBKY crenupuIecKuil aHTHI0T
OTCYTCTBYET, JIe4€HHE OCTPOM HHTOKCHKAUMU O€H3UIaMHHA THAPOXJIOPUAOM SBJIACTCA
CHMIITOMATHYECKUM.

[Ipu3Haku ¥ CHUMITOMBI HHTOKCHKAIMHM B pe3yJbTare NpHEMa BHYTPb 3HAYMTCILHBIX
KOJIMYECTB LETUINUPHIMHUS XJIOpHIA: TOIIHOTA, PBOTA, HAPYLICHHs JbIXaHWs, IHAaHO3,
acUKCHs BCEJCTBHE TMapaluya [BIXaTeIbHBIX MBI, YTHETEHHE HEHTPATbHOH HEpBHOM
CHCTEMBI, apTepHabHas TMIOTeH3Us, koma. CMepTernbHas 103a [ 4Y€I0BCKa COCTABIACT
okono 1 - 3 r (uto cooterctByeT mpremy 1 000 —3 000 TabneTox OJTHOBPEMEHHO).

Jleuenune
BerencTBre OTCYTCTBHS CIEU(PHUIECKOr0 aHTUA0TA JICYCHUE CHMIITOMAaTHICCKOC.

5. ®APMAKOJIOT'MYECKHUE CBOMCTBA

5.1 dapmMakKoIHHAMHYECKHE CBOICTBA [

dapmakoTepaneBTHYeCKas rpymma: J[pyrue cpeacTsa s .EIGHEHm‘i{Qa
TJIOTKH. T
Kox ATX: R02AXO03.

BeH3uaMuHa THAPOXIIOPH/T — HECTEPOM/IHBIH POTHBOBOCTIATMTENbHBIH Npenapar, o0ranact
IPOTHBOBOCTIATMTENBHEIM U MECTHBIM 00€360/HBaONIMM fefcTBHeM. Mexanusm NeHCTBUS
CBSI3aH C HHTHOMPOBAaHHEM CHHTE3a IPOCTArJIaH/IHHOB.

LeTHNMUPHMHEHS XJIOPHU] SBJIAETCS AHTHCENTUKOM M3 IPYIIIBI YeTBEPTHYHBIX aMMOHHEBBIX
COEZIMHEHNUH, JIEHCTBYIOIMM KaK KaTHOHOAKTHBHBIH JeTepreHT. OH akTHBEH B OTHOLICHWH
TPaMIIONIOKHUTENBHBIX W IPAMOTPHIATEIbHBIX OakTepuid. LleTHINUpUANHUs XIOPUI TAKKE
0671a1aeT MPOTHBOBUPYCHBIME U TTPOTHBOTPHOKOBBIMH CBOHCTBAMH.

Kimnanyeckas 3¢ GeKTHBHOCTD U 6€30MaCHOCTh
B mwrane60-KOHTPOIMPYEMOM KIMHHYECKOM MCCIIE/IOBAHUH JIEKAPCTBCHHOTO  CPEACTBA
CenToneTe ToTal TaGIETOK IS paccachiBanus obneryenue 60y (CHIKEHHE 0071 B IVIOTKE U
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yMeHbIIEHHE OTeKa [JOTKH) HaGMIOMANOCh yxKe depe3 15 MUHYT nocie nprueMa TabNeTKy, a
[POIOIIKUTENBHOCT JAEHCTBHS COCTABIISIIA JI0 3 YaCOB.

5.2 ®apMaKOKHHETHYECKHE CBOICTBA

BcackiBanue

U3 1ByX OeHCTBYIOUMX BemecTB (HETHIMUPUIMHUA 1 OeH3UIaMiH) BCACBIBACTCS TOJIBKO
6ensumamMuH. [103TOMY LETHJINHPUAMHHS XJIOPHA HE BCTYIACT B (hapMaKOKMHETHYECKOE
B3anMoJieiicTBHE ¢ OCH3UIaMUHOM Ha CHCTEMHOM YPOBHE.

BcacsiBanue O€H3MIAMMHA 4Yepe3 CIM3UCTBIE OOO0JOYKHM IIOJIOCTH pTa W TIIOTKH OBLIO
I0Ka3aHO TIOCPEJACTBOM BBISABICHHS JEHCTBYIOLIErO0 BELIECTBA B CHIBOPOTKE KPOBH,
KOJIMYECTBO KOTOPOr0, T€EM HEe MeHee, ObLIO HEIOCTaTOYHO Ui OKasaHWs CHCTEMHOTO
JICHCTBHSL.

OZHAKO TIPH CHCTEMHOM TIPUMEHEHHH OEH3MJaMHH BcachiBaeTcs. TakuM o0pa3oM, ypoBeHb
BCACHIBAHMS OEH3WJAMHHA BBIIIE TPH NPUMEHEHHH JIEKAPCTBEHHBIX (OPM, KOTOPhIE
PacTBOPSIOTCS B TOJIOCTH PTa, 10 CPABHEHHIO C JIEKAPCTBEHHBIMU (opMamMH JUIsi MECTHOI'O
NpUMEHEHHUs (Harpumep, CIipe [UIs IOJI0CTH PTa).

Pacnpenenenue
O6beM pacripeeNieHus Ul BCEX JIEKaPCTBEHHBIX (GhopM OMHAKOB.

BriBeieHHE
[Ipenapar BBIBOOMTCS B OCHOBHOM C MOYOH, B Gonplueil cTeneHd, B opMe HEaKTUBHBIX

MeTabonuToB. [lepuos moyBbIBeIeHHS B OOLIMH KIMPEHC CXOIHBI JUIS BCEX JICKAPCTBEHHBIX
bopm.

5.3 Jlanuble JOKJIHHHUYECKOH 0€30MacHOCTH

OCHOBBIBasSCh HA  JAHHBIX JOKJIMHHYECKMX  HCCleloBaHHMH  (hapMaKoJOoruyeckon
6e30macHOCTH, TOKCHMYHOCTH TIOBTOPHBIX 103, TE€HOTOKCHYHOCTH, KapIHHOTCHHOTO
MOTEHIHAIa, BIMSHAS HA PETNPOAYKTHBHYIO CHCTEMY M Da3BHTHE, BPEIHOTO BO3/CHCTBHSA
npenapaTa Ha 4eJIOBEKa HE YyCTaHOBJIEHO.

[To pesymbTaTaM HCCIIE0BaHHS OOOCHOBaHMS KOMOMHALMHK IBYX JACHCTBYIOMIMX BEILECCTB
6bUT cHeNaH BBIBOJ, YTO IIPENaparT HMeeT ONTUMAIbHYIO INEPEHOCHMOCTb W HE ABJIACTCS
TOKCHYHBIM. B TecTax Ha >XKMBOTHBIX ObUI II0Ka3aH XOpPOIUMH MpOoQuib NEPEeHOCHMOCTH
KOMOMHALMH O€H3MJAMMHA TMAPOXJIOpMAA W LETHINHPHIMHHS XJOpua. A  Takke
NpEMEHEHHE JaHHONW KOMOWHAIMHM He IPUBEIO K M3MEHEHHSM OaKTepHalbHON KHMIICUHOH

¢iopsl.

6. ®APMAIEBTUYECKHE CBONCTBA

6.1 IlepeveHb BCcrIOMOrarTe/JbHbIX BEIIECTB
Usomanstut (Tun M) (E953)

JIumonnas kucnorta (E330)

Apomaruzarop L{BeTku Oy3HHEI Y4EpHOH
Cykpanosa (E955)

Apomarusarop L{utpyc (conepxuT Oy THITHAPOKCHAHU3O0T (E320))
JleBoMEHTON

Kpacurens kypkymun (E100) (conepxut Harpus Gensoar (E211))
Kpacurens komruieke MenHslii xaopoguiia (E141)

MsiTBI IEpEYHON MaCIO
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6.2 HecoBMeCTHMOCTD q -5 7 6 -2 U 18
He npuMeHHMO

6.3 Cpoxk rogHocTH
4 roma

6.4 OcoObie MepBI MPEIOCTOPOXKHOCTH NPH XPAHEHHH
Xpanuts npu Temnepatype He Boiue 30 °C.
XpaHuTh B OPUTHHATIBHOM YIIAKOBKE C IIEJIbIO 3aIlMThI OT CBETA.

6.5 XapakTtep M coaepKaHHE YNIAKOBKH
Brucrepsr u3 IIBX / 1D / TIBAX mIeHKH ¥ QIOMAHHEBOH donbru mo 8 Tabmerok: 16
TabIETOK JUIsl PaCcCachIBAHUS B KOPOOKE C JIMCTKOM - BKJIA/IBIIEM.

6.6 Ocofble Mepbl MPEIOCTOPOKHOCTH MNPH YHHYTOKECHHH HCMOJIb30BAHHOIO
JEeKAPCTBEHHOr0 MpenapaTra HJIH OTXO0A0B, MOJYYeHHBIX IO0C/Ie NPUMCHEHHS
JIeKAPCTBEHHOTr0 MpenapaTa uiH paboThbl ¢ HUM

HeT 0co0bIX TpeOOBaHUH K YTHIIH3AIIHH.

6.7 YcaoBus oTmycka
be3 peuenra Bpaua.

7.  JEPXATEJIb PETUCTPAIIMOHHOI'O YIOCTOBEPEHUS
KPKA, 1. 1., Hoo mecto, IlImapsemka uecta 6, 8501 Hoso mecto, CioBeHus.
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