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1. HME HAJIEKAPCTBEHHMS HPOLYKT

Cegpenamep Cannoz 800 mg ¢punmMupanun TadnreTku

Sevelamer Sandoz 800 mg film-coated tablets

2. KAYECTBEH H KOJMYECTBEH ChCTAB

Beska unmupana Tabierka cx;l'hpma 800 mg ceBenamep xapboHnar (sevelamer carbonate).

Iomommuo(¥) BelecTBO(a) ¢ HIBECTHO JHCTBHE
Beska punmupana Tabnerka csabpika 286,25 mg makToza MOHOXHAPAT.

3a nBAHWA CIIMCHK HA [IOMOIIHHUTE BEIeCTBa BIDKTE Touka 6.1.

3. JEKAPCTBEHA ®OPMA
(Punmupana Tabrerka

Osanna (20 mm x 7 mm), 6ana o noyrn 6emu prmupanu Tabnerku 6e3 gemmrenuy auHuM. TabmeTkure ca
¢ BorbOHaTo penedro ozHavenune 'SVL' ot ennara cTpaHa.

4. KJMHHNYHH JTAHHMU
4.1 Tepanesruunn HOKAIZHANA

Cesenamep Canmo3 € nokasaH 3a KOHTpPOJIMpaHe Ha XxunepdochareMud NpH BPH3pacTHH NALIHEHTH,
MNOAJIOKCHH Ha XCMOAHAITH3A WIH NCePpHTORCATHA AHAIIH3Aa.

Cesenamep CaHno3s CHILO TaKa € MOKA3aH 3a KOHTPOHpaHe Ha XunepdochareMns Npy BE3PACTHH
NaLMEHTH ¢ XPOHHYHO OB0peuno 3a00n18aHe, KOUTO HE ca Ha ANANH3a, ChC cepymeH ocdop > 1,78
mmol/].

Cesenamep Cannos Tpadea a ce H3MON3BA B KOHTEKCTA HA MHOTOCTPaHEH TEPANEBTHYECH MOAX0A, KOHTO

MOKE /la BKJIIOYBA KajilMeBa Jo0aBka, 1,25-aAuxuaipokcu BrraMiH D3 WK €JMH OT HETOBHTE AHANO3M 34
KOHTPONHPAHE Ha pa3BUTHETO Ha ObOpeuHa xocTHaA GonecT.

4.2 HAO3HPOBKa H HAYHE HA DPAJIOKEHHE

Hozupopka

Cmapmosa 0oza. |
IlpeniopryBaHaTa cTapTOBa A03a ceBenaMep kapboHar e 2,4 g win 4,8 g Ha aeH, onpeesieHa Ha bazara Ha

KITMHAYHUTE HY KM ¥ HUBOTO HA cepyMuua ¢ochop. Cepenamep Cannos Tpabra Aa ce npueMa TPH NBTH
AHEBHO ¢ XpaHAaTa.

Hupo Ha cepymuus Gochop Npy MAIeHTHTE Ob11a AHEBHA /1032 Ha ceBelaMep Kaphas
' KOATO Ja CE IIPHEMA ¢ 3 XPaHE -

1,78 - 2,42 mmoV/1 (5,5 — 7,5 mg/dl) 24g*

> 2,42 mmol/l (> 7,5 mg/dl) 48g* |

* TImoc mocneaBaIio THTPHPAHE CHIIACHO YKA3aHHATA \

=
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IIpH naifHeHTH, KOWTO MPEAH TOBA ca NpHeMaTH docdar-CRbp3Ballld NpenapaTH (CeBeaMep XHIPOXJIOpUa
WIHM TAKHBAa Ha KallliMeBa ocHoBa), Cerenamep Cannos TpaGBa qa ce mpuiiara Ha 6aza rpam 3a rpam ¢
npociie/IABaHe Ha HUBATA Ha cepyMHHs docdop 3a ocurypsapaHe Ha OITTHMANTHH JHSBHH JO3H.

Tumpupane u REOOBPHCAHE |
Hupara Ha cepymuua ¢ocdop Tpabra aa ce clieqar M J03aTa Ha ceBellaMep KapOoHAT Aa ce TUTpHpa 4pe3

yBenuyagaHe ¢ no (0,8 g Tpu neTH Ha neH (2,4 g/neH) Ha BCeKH 2-4 CEAMMLIM IO JOCTHFAHE HA NPUEMITHBO
HUBO Ha cepyMHHs (ocop ¢ U3BBpLIBAHE HA PEAOBHO MOHHTOPUPAHE CJIEH TOBA.

[TanuenTure, npuemaum Cepenamep Cannos, TpaOBa f1a ce MPUABPKAT KbM NPEATIHCAHATE UM JTHETH.

B xnuHH9HATa NPaKTHKa JeYeHHeTO 1e ObAe HeNpeKbCHAaTO, 0a31paHo Ha HYXKJATa 3a KOHTPOIMpAHE HA
HHBATA Ha cepyMHMA (ocdop, KaTo ¢e 0YaKkBa JHEBHATA /1034 A4 0bAe CpeAHO OKOIO 6 € Ha JCH.

[eouampuuna nonyiayus
besonacHocTTa H epukacHocTTa Ha Cepenamep CaHno3 He ca YCTAHOBEHH IPH [€Lia HAa BB3pacT noz 6

TOJMHH KAKTO M NPH Jelia ¢ TeJleCHa oBbpXHocT noa 0,75 m?.

Ilpu neamaTpudHl naupAeHTH TpAOBa Aa ce MpHjIara NepopanHa CyCneH3ms, Thi karo TabieTHaTa dopma He
€ ONOAXOAsIA 32 Ta3| NOomyalus.

Ha4yWH Ha npHioKEHHE
3a nepopanHo MPUIOKEHHE,

Tabmerkure Tpabsa na ce reaTaT e H He TPAOBA Ha ce CTPUBAT, AHBUAT WIK YYNAT HA MapyeTa NpeaH
npueM. CepenaMep CaHno3 TpsAOBa 1a ce IpHeMa ¢ XpaHa, a He Ha [Ipa3eH CTOMax.

4.3 l'[pomnonoicaaannﬂ

. CBpBXYYBCTBHTENTHOCT KbM AKTUBHOTO BEIIECTBC HJIH KBM HAKOE OT NOMOLIHUTE BEECTBa,
H30poeHH B TouKa 6.1.

. Xunodocparemus

. YpesHa HENPOXOAWMOCT

4.4 ChnenHaNHHA OpeIyNpexACHAN H NPEANA3HE MEPKHE Hpa ynorpeda

bezonacHocTTa ¥ epukacHocTTa Ha CeBenaMep CaHgo3 He Ca YCTAHOBEHH NMPHU BH3PacTHH HMALMEHTH ¢
XpOHHYHO OBOpetHO 3abongBaHe, KOUTO HE Ca HA AMAIN3a, Cbe cepyMeH docdop < 1,78 mmol/l. Tlopanu
ToBa noHacroameM CepenaMep CaHZ03 HE ¢ NPENOPHYBA 3a YNoTpeda Npu TE3H NALHEHTH.

besonacHocTTa ¥ epukacHocTTa Ha CeBenamMep CaHAo2 He €A YCTAHOBEHHM NIPH MAMCHTH CHC CASTHUTE
HapylIeHUs:

gucdarus

HapyIIeHHs B PBIITAHETO

TEXKH CTOMALIHO-YPEBHH HAPYLICHHA B MOTHIIMTETA, B T.4. HEJICKYBaHA UIIH TEXKa racTponapesa,
pETEHLIMA HA CTOMANIHO CHABPXKMMO H ADHOPMHO HIIY HEPE/IOBHO U3MIPA3BAHE HA YepBaTa

AKTHBHO BB2MAJMTEIHO 3a00N9BaHe HA YepBaTa

CEPHO3HA CTOMALITHO-YPEBHA ONIepaLHA

Cnenoparenao e HeoOX0AMMO NOBUIIIEHO BHHMaHKe, Korato Cepenamep CaHA03 ce MpHiara npH MalMeHTH
C TAKHBA HAPYIICHHA.

YperHa HeNMpoXogHUMOCT U HIIeyc/cyOuneye

B MHOro peaxu cny4dan ¢a HabmogaBaHW YpeBHA HEMPOXOIAUMOCT A HAeYC/CyOrieye npu
BpeMe Ha JICUEHHE ChC ceBelaMep XHAPOXIOpH (KancyIH/TabneTku), KOHTO CraABpKA CF
paxukan kato cegernaMep KapOonat. KoHcTunanuaTa Moxe a Oplie npeaxoKIail CHM




KOHCTHIIALMA TpAOBa fja ce HabmogaBaT BHUMATENHO, JIOKATO ¢e 1eKyBaT ¢k¢ Cepenamep Cannos.
Jleuennero cbe CeBenamep Canpos TpaOBa Aa ce mipepasriieqa NpH NAUMCHTHTE, KOMTO PasBHAT TEXKa
KOHCTHIIAITHA HIIH APYTH CePUO3HH CTOMANIHO-YPEBHM CUMIITOMH.

MacTHOPA3TBOPHMH BHTAMMHHH

[Tpu narmenTuTe ¢ Xb3 Moxke fa ce NONMyuH NOHMWKABAHE HA HUBATA HA MACTHOPA3TBOPHMHTE BUTAMMHH A,
D, E 1 K B 3aBHCUMOCT OT NpreMaHUTE XpaHH U TexecTTa Ha 3abonasaneTo MM, He Moxke na ce m3kmoun
BBb3MOkHOCTTa Ceenamep CaHzos J1a ce CBBP3Ba ¢ MACTHOPA3TBOPHMHTE BUTAMMHH, CBABPKALLY CE B
NpHeTaTa XpaHa. [IpH nalueHTH, KOHTO He MpHeMaT 100aBKH ¢ BUTAMUHH, HO ¢a Ha CeBelaMep,
CBHCTOSHHETO IO OTHOIIEHHE Ha cepymMHMTe BUTAaMHHK A, D, E 1 K Tpabra 1a ce nposepsBa peIoBHO.
[TpeniopbuBa ce 1a ce nasaT BHTAMHHHH J00aBKM, ako e HeoOxoaumo. Ha naumenTire ¢ Xb3, koMTo He ca
HNONOMKEHH Ha AHanu3a, ¢ Mpenopkusa Aa ce Aasat A06aeku ¢ Butamud D (okono 400 IU ecrecreeH
BHTaMHH D IHeBHO), KOMTO MOXKE A ca ¥acT OT MYITHBHTAMHHHMSA NIPEMApAT, KOHTO Aa C€ IPHeMa OTHEIHO
ot no3ara Ha Cesenamep Canpnos. IIpu nauneHTH, NOANOKEHH HA NEPHTOHCANHA AHAJIN3A, Ce TIPpENopBYRa
AOMBIHMTENHO NPOC/ICASRaHEe Ha MACTHOPA3TBOPHMHTE BHTAMUHH H (POJINEBATA KMCE/IMHA, THH KaToO HABaTa
Ha BUTaMHH A, D, E u K npu Te3n nanueHTH He ca U3MEPBaHy NPH KIHHHYHO [POYYBAHE.

PdosaTHa HEAOCTATHYHOCT
[ioHacTosiIeM RIMa HOCTATHYHO JaHHM 33 H3KTIOYBAHE Ha BE3MOXKHOCTTA OT ()OJ1aTHA HEAOCTATHYHOCT IIpH

IPOABLJDKHTENHO NteuyeHue cbe Cepenamep CaHnos.

X HIIOKAJIITHEMHSA/ XUTIEPKAILIHEMHS
IMarwmenTuTe ¢ Xb3 MoraT Aa pa3BHAT XUNOKAIIHEMHA HIH XAnepKanaeMus. CepenaMep CaHmos He

ChABPKA Kanuuii. ClieloBaTe/IHO cCepyMHHMTE HHBaA Ha Kaiiug TpAabBa Ja ce npocieaspar peioBHO H, aKo €
HeODXOMHMO, 1a ce JjaBa eJleMeHTeH Kaliuii nox opMara Ha noOaBka.

MetabondTHa auuao3a |

IMaimenTaTe ¢ XpoHnuHO OB0peuno 3ab0iMBaHe ca MPeApasNoNO¥KEHH KbM Pa3BHTHE Ha MeTaOOIUTHA
auuzosa. [lopanu Topa, karo yacT ot go0para KIHHWYHA NPAKTHKA, Ce IPenopbuBa NpocaeagBaHe Ha
HYBATA HA CepyMHHS OukapOoHaT,

IlepyuTOHHT

IarmeHTHTE, NOANIOXKEHH HA JHANH3A, €A H3T0XKEHH Ha ONpeACCHH PUCKOBE 3a HH(EKUHA, crielH(pHIHH 3a
Ha4YHHA Ha JHanu3a. [IepuTOHHTET € H3BECTHO YCIoXKHEHHEe TIPH MALIHEHTH, MOJTy4aBallH [epHTOHeaTHA
AUAIU3a, U NPH KJTMHAYHO IPOYYBAHE CHC CEBEIaMep XHAPOXJIOPH ca CholLIeHH no-roiaM Opoit coaydan
Ha [ICPUTOHHUT B IPYIATa HA CEBeJIAMEP, OTKOJIKOTO B KOHTpOJIHATA rpyna. [lallneHTHTe HAa NEepUTOHEATHA
Auaiisa TpAa6Ba fa ce HAOMIOAABAT BHEMATEIHO 34 OCUTYpABaHe Ha MPaBHIHA YNIOTpeda Ha TOAXoAsMIIA
ACENTHYHA TEXHHKA ¢ HABPEMEHHO Pa3NO3HABAHE U JICUCHHE Ha IIPU3HALIMTE ¥ CHMITTOMUTE, CEBP3aHH ¢
NEPHTOHMTA.

3aTpyAHEHHS NpH IBATAHE H 3aIaBAHE
JloKnanBaHH ca HeUECTH CHOOINEHHH 3a 3aTPyAHEHO Nperrbiiane Ha Tabaetkure Cepenamep CaHnos.

MHoro ot Te3u MalMeHTH €a ChC CHITBPTCTBALNH CHCTOSHUA, BKIIOUHTETHO HAPYIICHUS HA FBATAHETO WIH
aHOMAJTHH Ha XpaHonposoza. Tpadpa fa ce BAMMaBa, koraTo ce H3nonssa Cesenamep Cannos npu
TIALMCHTH ChC 3aTpyAHEeHHs NpH reiaTade. ObMHcneTe NPpHIoKEHHE Ha CeBeNlaMep Npax 3a nepopanHa
CyCIeH3HA NPH NAIMEHTH ¢ AHAMHE3A 33 3aTPYAHCHO IBIITAHE,

XUNOTHPECOMIUIBM
Ilpenoprusa ce BHUMATEIHO NpOCeAABAHE HA MALIMEHTHTE C XHIOTHPEOAUIBM, NOIyYaBally
€/IHOBEPEMEHHO CeBellaMep KapOoHaT M JICBOTHPOKCHH (Bx. To4ka 4.5).

JBACOCPOYHO XPOHHYHO JICUEHHE
Ilpy exHOrOAMIIHO KTHHAYHO NMPOYYBAaHE HE ¢a TIONYYEHH JIaHHH 33 aKyMyJIHpaHe Ha ceBejfam
BB3MOXHOCTTA 32 abcopOHpane ¥ aKyMYJIHpaHe Ha ceBejiaMep 10 BpeMe Ha MPOAE S
JeueHHe (> eqHa roauHa) ofade He MOKe 1a & H3KIIOYH HAIThAHO (BXK. TOUKA 5.2).




XunepnapaTHPEOHIHIBM
Cepenamep Cagao3 He e MoKa3aH 3a KOHTPOJIHPaHe Ha XUIIEpNapaTHpeoHIH3bM. I1IpH NallHeHTH ¢ BTOpHYCH

xunepnapatupeonzpm Cepenamep Canjtos Tpadbea fa ce U3MOM3Ba B KOHTEKCTa HA MHOMOCTpaHeH
TEPANECBTHYCH NOAXON, KOMTO MOKe Jia BKIIIOUBA kaniuii nog gopmara Ha nodaskH, 1,25-1uxuapoxcu
BHTAMUH [): MITH €1HH OT HETOBHTE AHAJIO3M 34 ITOHIWKABAHE HA HUBATA HA MHTAKTHHA NAapaTHPEOUICH
xopmoOH (1IPTH).

Branmandrenty cToOMalHO-YpEBHHA HAPYILIIEHHA

Mma cpobiueHHs OT TUTepaTypHH W3TOYHHLH 34 CTy¥aH Ha CEPHO3HH Bb3MNAIMTEIHH 3a009BaHNs Ha
Pa3IH4YHM YaCTH OT CTOMAIIHO-YPEBHHA TPAKT (BKJIFOYHTEIIHO CEPHO3HH YCIOKHEHHA KaTo KbpBEHE,
nepdopanus, s3Ba, HEKpo3a, KOJHT), CBEP3aHH ¢ HAMHYAETO HA KPUCTank ceBesiaMep. Boiipeku ToBa He e
JI0Ka3aHa NPUYMHHO-CJIEACTBEHA BPh3Ka C KPHCTAIHNTE ceBeNaMep NpH OTKJIIOYBAHE HA TAKHBA
3abonasanua. Jleyennero che cepenamep kapboHar TpaOBa Aa ce IpeolleHU TIPH NALMEHTH, KOUTO pa3BHBAT
TEKKH CTOMALTHO-YPEBHH CHMIITOMH.

HenonocHMOCT KpM 1aKT03a .

Tabnerkure Cepenamep Cangos cpABpKAT NakTo3a. [IanueHTHTE ¢ PAAKO CPEIIaHUTE HAC/IEICTBEHH
3a00/19BaHMa - HEMOHOCHMOCT KbM TaJlakTo34, 001 NaxkrazeH AeHUUT WM I0K030-TaJJaKTO3Ha
maabcopO1M, He TpaORa 1a MPUEMAT TOBA JIGKAPCTBO.

4.5 B3anmognelcTBHe ¢ APYTrH JEKAPCTBCHH NPOJYKTH H APYTH (POpMH Ha B3aHMOACHCTBHE

TNMuanuia
He ce npoeexxaanu mpoyuBaHus 3a B3aHMOJCHCTBHATA TIPH TIAIMEHTH Ha AUAITH3A.

Hunpodaoxcanuu

[Ipx npoyuBaHus 3a B3AUMOAEHCTRHSA TIPH 3PABH ZI00POBONILH CEBENAMEP XMAPOXIIOPHA, KOHTO ChABPXKA
CBINKA aKTHBEH paaukal Karo Cepenamep Canios, Hamanasa OHOHATHYHOCTTA HA LIMITPOGUIOKCALIHH C
okoJo 50%, xoraro ce mpuiara € THOBPEMEHHO ChC CeBelIaMep XMIPOXJIOPH/ NPH IIPOyUBaHe ¢ NIPHEM Ha
€JHOKpaTHa Ao03a. Caenosarenno Cesenamep CaHaoa He TpaOBa Ja ce npHeMa e(HOBPEMEHHO ¢

HUNPODIOKCANMH.

HEMOCHOEHH, MHKOQ!GHOJI&T MO!bGT HJI H TAKPOTUMYC INPH MAITHEHTH C TPAHCTVIAHTAIINA

CpobimeHH ca HaMaJIeHH HHBA HA IHKJIOCTIIOPHH, MUKO(eHONAT MOJETIIT U TAKPOIHMMYC TIPH NALHCHTH C
TPAHCIUIAHTALMA, KOraTo Ce MPWiiaraT eJHOBPEMEHHO ChC CeBEJIaMEp XHAPOXJIOPHA, 0e3 KIHHUYHH
TIOCNCAMIMH (T.€ OTXBBPJISHE Ha Npucankara). BeaMoskHOCTTa 32 B3aHMOJEHCTBHE HE MOXE na Obae
H3KTIOYEHA H TpsOBa Ja ce 0OMHCIN BHHMATENHO NIPOCieIIBAHE HA KOHUCHTPALMHTE HA IHKJIOCIIOPUH,
MHKOGEHONAT MODETHI H TAKPOJHMYC B KPBETA 110 BpeMe Ha MPHIAraHeTO B KOMOMHAINMA H Clie]
NPEeKpPaTABAHETO .

JIEBOTHPOKCHH
Cro0LeHn ca MHOTO PENKH Cay4Yad Ha XHTIOTHPEOMANIBM MNPH MALKMEHTH, MPHEMALllH € IHOBPEMEHHO

CeBLIIAMCD XHAPOXIIOpHA, KOUTO ChAbpPAKA CPIIHA aKTHECH PAJHKAN KATO CCBEIIaMCp KﬂpﬁOHaT, H
JACBOTHPOKCHH. HO]J&HH TOBA CC NPENOPHYBA BHHMATCITHOTO TIPOCCAABAHC HA HHUBATA HA THPCOU I~

cTEMYIHpallHs xopMoH (TSH) npyu nanpeHTH, nomyyasainy cepesaMep KapOoHAT H JIEBOTHPOKCHH.

é_HWOT HBOT'BPHOBH JICKAPCTBCHH IPOOAYKTH

TManpieHTH, KOUTO NpHEMAT AHTHAPHTMHYHH JIEKAPCTBEHH MMPOAYKTH 32 KOHTPOJI HA apHTMHH U
MMPOTHEOIEPYOBH CPECTEA 3a KOHTPOJI Ha FEPYOBE, ca M3KIIKOYBAHH OT KIMHHYHY [Ipoy4BaHHa. M3Hckea ce
NOBHIISHO BHUMaHKE, KOraTo ce npeamucea Cepenamep CaHao3 Ha NALMEHTH, KOUTO NPHEMAT H TE3H

JIEKapCTBEHHU MPOXYKTH.

JHrokcuH, BapdapuH, eHANANPHI WK METOIPOJION -
B npoy4BaHus 3a B3aHMOJCIICTBHATA TIPH 3OPaBH JOOPOBOJILH CEBETAMED XHAPOXIIOPH,
CBHIIMA aKTHBEH pajnKai KaTo cesenaMep kapOboHar, He NMOBNHARA OCHOHAJIMYHOCTTA Ha A
BappapHH, eHaMANPUI WIH METOMPOIOIL.




WHxubnTopy HA MPOTOHHATA IOMIIA

Ha 6a3a Ha MOCTMAPKETHHIOB OIHT Ce ¢hO0mAaBaT MHOTO peAKH CIYYaH Ha ITOBHIICHY HHBA Ha dochaTu
MPU NALUWEHTH, KOUTO NpHeMaT HHXHOUTOPH Ha MPOTOHHATA NOMIIa €AHOBPEMEHHO ChC CeBEIaMep
kapboHar.

bBHOHATHIHOCT

Cepenamep Cangos He ce abcopOHpa B MOXKe Ia NOBIHAC OHOHAIMYHOCTTA HA APYTH JICKAPCTECHH
nmponykTH. Koraro ce npH/Iara jekapcTBEH NMPOAYKT, MPH KOWTO HAMANABAHETO HA GHOHATHYHOCTTa MOXKE
Ia OKa)Ke KITHHHYHO 3Ha4uM edeKT BBpXy Oe3omacHOCTTa B €HKacHOCTTA, TOH TpAOBa Ja ce MpHiara Hali-
MAaJIKO €JTHH Jac Ipean Win Tpu uaca cnen Cesenamep CaHu03, WK IeKapAT TpaOBa Aa oOMHCIH
pocicisaBaHe HAa KPLEHHTE HHBA.

4.6 ®eprunnTer, ﬁpeueﬂuoé'r H KbpMene

bpemenHocT

JIuncear WA UMa OrpaHHYEHH JIaHHH 3a ynoTpebara Ha cesenamep npu Opemennu xxeHu. IIpoyusanusTa
IIPH KMBOTHY [I0KA3BaT H3BECTHA PENPOAYKTHBHA TOKCHYHOCT, KOTATO CeBejIaMep ¢e NpHIara npH ITbXOBe
BEB BUCOKH J03H (BxX. Touka 5.3). Jloka3aHo e ChINo Taka, 4ye cesenamep Hamanapa aGcopGHpaHeTo Ha
HAKONKO BUTAMHUHA, B T.4. ¢o/iueBa KuceImHa (BK, ToUkH 4.4 1 5.3). IIoTeHIHATHUAT PHCK IIPH XOpa HE €
n3pecteH. Cepenamep Cannos Tpsadsa Aa ce mprilara npH OpeMeHHH )XeHH caMO B CTy4al Ha KaTeropu4Ha
He0OXOANMOCT M Clle HPOBEKIAHE HA BHUMATENICH aHAJIU3 HA CHOTHOIIEHHETO PHCK/TION3a KAKTO 3a
MaiikaTa, Taka u 3a eTyca.

KspMene

He e u3BecTHO Jamu ceBenaMep/MeTabONUTHTE C& CKCKPETUPAT B HOBEIIKaTa KbpMa. DaKkThT, Ye 110
npupoJa cesenamep e HeabcopOupam ce, NOKAa3Ba, Y€ eKCKPETHPAHETO Ha CEBEJIaMeED B YOBEIIKATA KEPMa €
MAJIKO BEpOATHO. BieMaHeTo Ha peHIeHHETO JaJH Ca ce NMPOABIDKI/CIpe KBPMEHETO WA Ja Ce
npoawsLKH/cripe Tepanuara ¢ Cepenamep Canos 1pabea 4a ce H3BbPILUHK, KATO C& B3eMe NpPeABH/A 11013aTa
OT KBPMEHETO 3a JAEeTEeTO U Moji3ara OT JeueHueto cxe Cepenamep Cannos 3a Malkara.

deprunmrer | |

Hama sanuyHU aHHY 32 eekTa HA ceBeflaMep BLPXY deprinmrera ripy xopa. [IpoyuBauus BbpXy XHBOTHH
ca [10Ka3aJiM, Y& ceBeIaMep He yYBpexaa hepTiiureTa HA MBKKH WIH )KSHCKH TUTBXOBE HOpH €KCIIO3HIFH Ha
[033, EKBHBATICHTHA Ha JI03aTa NMPH XOpa Bh3 OCHOBA HA CPABHEHHE HA OTHOCHTE/IHATA TENIECHA TIOBBPXHOCT,
KOATO € JBa IThTH MakCHMAJIHaTa 1034 13 g/neH, U3ronsBana IpH KIHHHYHO NPOy4BaHe.

4.7 EdextH BbpXY cnocobHOCTTa 32 mogHpaHE H padoTa ¢ MAINHHY

CesenamMep xapOoHaT HE TIOBJTHABA WIH IOBJIMABA NpeHeO peikuMo criocoOHOCTTa 3a WodHpaHe H paboTa ¢
MAIHHHU.

48 Hemenann JeKAPCTBEHH peaKHHA

Pe3roMe Ha nipodmsia Ha 6e3011aCHOCT

Haii-uecTo HaOnopaBaHATE HeXKeJIaHH peakiHy (> 5% oT nauueHTUTe), ca OWH BCHYKUTE B CHCTEMO-
OpraHHHA KJIAC HA CTOMAUITHO-YPEBHUTE HApYilIeHus, [TIoBeUeTO OT Te3H HEXKCMAHH peakiiu ca Ounn
JIEKH 10 YMEPEHH [10 HHTEH3WBHOCT.

CHIHCBK Ha HOXKENAHUTE PCAKIIHHA -
besonacHocTTa Ha cepenaMep (moa gopmara kakTo Ha KApOOHATHH, Taka H Ha XHAPOXAOP

W3CNEeBAHA IPU MHOTOOPORHN KIMHHYHM MPOYYBaHU, BKJTIOMBAINH 0010 969 nanyeHTH
NpOAB/DKUTEHOCT Ha JieyeHueTo oT 4 10 50 ceamuii (724 naumeHTH, TeKyBaHH CbC CEB
XHIPOXJIOPHI, H 245 cbe cerenamep kapboHar), 97 nanuenTH HA IEPUTOHSATHA AMATH3Y L 3 [ +
NPOIBIDKUTEHOCT Ha TIeUeHneTo ot 12 ceaMuity (BCHUKH JIEKyBaHH ChC CeBEIamMep XH/P %{ e




naneHTH ¢ Xb3, KOMTO He ca Ha AHAIIH3a, ¢ MPOAB/DKUTEIHOCT Ha JiedyeHreTo oT 8 1o 12 cenminm (79
NALMEHTH, ICKYBAHH CBC CEBeNlaMep XHAPOXIIOpHA, H 49 cbe ceenamep kapooHar).

Hexenanure peakifii, KOMTO Ca HACTBITAIY MO BpeMe Ha KTMHWYHHATE U3NHUTBAHKUA, HIIH ca CHO0IeHH
CITOHTAHHO OT MOCTMAPKETHHI'OBUA OIHT, ¢ca U3OpoeHH Mo yecToTa B Tabnuuara mo-aony. Yecrorara Ha
c¢rodbmasade e wiacuHIppaHa Kato; MEHoro yecTH (=1/10), uectn (>1/100, <1/10), nHewectu (=1/1 000,
<1/100), peaxu (=1/10 000, <1/1 000}, maoro peaxu (<1/10 000}, ¢ HeU3BeCTHA YecTOTA (OT HATHIHHTE
NaHHHW He MOXe Iia Obe HanpaseHa OLIEHKA).

TabnuueH CIMCHK HA HEXKETAHUTE JICKAPCTBCHH peakKlHH

Cucremo-opraned | MHoOrovectn Yectu MBEoro peaxu C HeusBecTHa

kinac no MedDRA 4eCTOTa

Hapyienus na CBpLXIYBCTBHTEN-

HMYHHATa CHCTEMA ' Hoct*

CroMamnHo- I"anene, Huapns, UperHa

YPEBHH OOBpEINAHE, 0ONKa | AHcHencnHs, oOCTpyKIINA,

HAPYHICHEA BrOpHATa YacT HA | METeOPH3IDLM, wieyc/cyonneyc,

KOpeMa, 3aleK KopemHa HoJKa | YpeBHa

nepdoparys

HapymeHus Ha Ilpyputyc, 06pus

KOXKaTa A

NOAKOKHATA

TEKAaH

*nocmmapremunzos onum

IlenxaTpuyna nomynamss
Haii-06mo npoduneT Ha Ge3onacHOCT NpH AeLa H 10HOmHM (Ha BB3pacT ot 6 Ao 18 rogunu) e noxobeH Ha
npogiia Ha 0€30NacHOCT IIPH BL3PACTHH.

CpoOlHaBaHe Ha MOJO3WPAHH HEXKEIaHH PEaKIINH

CrodInaBaHeTo Ha MOJO3NPAHH HEKETAHH PEakIiMH Cliel| paspelliaBaHe 3a YHoTpeOa Ha NexapcTBeHUS
NPOAYKT € BaKHO. ToBa NO3BOJIABa Ja NPOABDKH Ha0M0AeHHETCO Ha CHOTHOLISHHETO MOJI3a/PUCK 3a
JIEKapCTBEHHA NMPOAYKT. OT MEAHIIMHCKHTE CIeLMANHCTH C€ H3UCKBA 1a ChoOMIaBaT BCAKa MoAO3HpaHa
HEXKETaHa peakilis Ype3 U3nbIHATEIHA areHIMA 1o JIeKapcTBaTa, yi. ,.Jdaman ['pyes” Ne 8, 1303 Codux
Ten.: +359 2 8903417, yebcaiiT: www.bda.bg.

4.9 Ilpexosnpane

Cepenamep XUApOXJIOPHA, KOHTO ChABPKA CHIIHA aKTHBEH paJiKail KaTo cepeamep KapOoHaT, e mpuiaraH
HA 3ApaBHu JOOpOBOJILM B A034 10 14 rpamMa Ha AeH 3a oceM IHH 0€3 MosBa Ha HEXKEIMaHH peakiyu, [Ipu
nateHTy ¢ Xb3 H3cneaBaHara MakCHMAaNHA CpeHA JHERHA A03a € 14,4 rpama ceBenamep kapboHar,
[IPMEMAaH B €IMHAYHA JHEBHA [034.

5, ®APMAKOJIOI'HYHHM CBOUCTBA

5.1 ®apmaxoanHAMHYHH CBOCTBA
PapMmakoTrepanesTuaHa rpyna:; Jlederue Ha xuneppocdaremua. ATC xox: VO3 A EO2.

Cepenamep Canzos cpaBpika ceBenamep, Heaﬁcopﬁﬂpfm ce dochar-cenp3sanl NoaHUMep, Ko IO B ML
KPBCTOCAHO CBBP3aH H HE ChABPKA METAN WIM kamuii. CeBenaMep ChABPIKA MHOMKECTBO & DI AeS
C €JMH BBITICPOJICH aTOM OT NOJMMEPHATA BEPHTa, KOMTO CTABaT MPOTOHHpPaHH B CTOMAaxa. ’.’ ek
NMpPOTOHHPAaHH aMHHH C¢ CBEP3BAT ¢ OTPHLUATEIHO 3apeICHH HOHH, KATO MPHET ¢ XpaHaTa Qpcipe

Ypes cpbp3Bane Ha (ocdara B CTOMaIIHO-YPeBHNA TPAKT H HaMallABaHe Ha aGcopOupaHeTH FEpaganeD . >
; ‘




[TOHIUKABa KOHIleHTpauaTa Ha ¢ocdop B cepyMa. BuHaru € Heodxo M0 peJOBHO NIPOCAECAABAHE HA
HHBATA HA cepyMHHs (ocdop nmo BpeMe Ha npunarase Ha pocgaT-cBpp3Ball npenapar.

B nBe paHAOMH3HPaHH, KPOCOBBP KIMHUYHH MPOYYBAHHA € IOKA3AHO, Y€ CeBelaMep KapOOHAT KakTo
TabJIETKH, TaKa H oA (opMara Ha IIpax, KOraTo ce rpunara TpH IBTH JHEBHO, € TEPAIlCBTHYHO
EKBHBAJICHTEH Ha CepelaMep XHAPOXJIOPHA H cirefioBaTeNHo eheKTHBEH 3a KOHTPOIHPaHe Ha CepyMHHA
docdop npu naument ¢ Xb3 Ha xeMoaHANH34.

[IepBOTO NpOYYBaHE OKA3Ba, e cepenamep kapbonat Tabnerku, NpUIarad TpH NHTH AHEBHO, €
€KBHBAJICHTEH Ha CeBe/laMep XHAPOXJIOPHA TaOJIeTKH, NIPUIAraH TPy IThTH JHEBHO NpH 79 NalMeHTH Ha
XeMOJHAJIH3a, JIEKYBAHH B MPOAB/DKEHHE HA JBA PAHAOMH3HpaHH 8-CeAMIMHH [TEpHOJIa Ha ICUCHHE
(CpeqHMTE NpeTeryieHy 3a BpeMe CTOHHOCTH Ha cepyMHMs pocdop ca 1,5 = 0,3 mmol/n kakTo 3a ceBenamep
kapOOHAT, Taka M 3a ceBeNaMep Xuapoxaopua). Broporo npoyusaHe JeMOHCTPHpa, Y€ ceBellaMep kapOoHar
npax, IpUIaraHd TPH IETH JHEBHO, € eKBHBAJICHTEH HA CEBeJIaMeEDP XHAPOXIOPHI TabNeTKH, NpuUiiaraH TPH
METH JHEBHO, NpH 3 1 manuerTH ¢ xuniepdocharemus (AchUHHAPAHA KaTO HUBA Ha CepYMHHA dochop = 1,78
mmol/ 1), MOAIOKEHH Ha XEMOAHATN3A, B IPOABIDKEHHE HA JBa PaHAOMHIHPaHH 4-CeIMMYHH NepHoaa Ha
neveHHe (CpeqHHTe peTeryieH! 3a BpeMe CTOMHOCTH Ha cepyMHEua Ppocdop ca 1,6 + 0,5 mmol/n 3a
ceBenamep kapOoHar npax H 1,7 + 0,4 mmol/n 3a ceBenamMep XUAPOXIOPHA TaGNETKH).

ITpH WIMHWYHA NPOYYBAHHS ¢ TTALMEHTH HA XeMOAHAIH3A CEBEIaMeP CaMOCTOATENIHO HAMA NTOCTOAHEH U
KIMHHYHO 3HaYMM edeKT BHPXY CepyMHHA HHTaKTeH napatupeounacH xopmos (1IPTH). B 12-cegmuuno
NPOY4BAaHe, BKIIOYBAILO NAIHEHTH Ha TIEPUTOHEAIHA AWaiH3a, cXOAHH NoHmxkeH!s Ha iPTH ce Habmionasar
IIpH CpaBHEHHE ¢ NALMEHTH, NOJIyUaBaily kajues auerar. [Ipy nauMeHT! ¢ BYOpHUEH
XunepnapaTtupeonaussM CepenaMep Cangos Tpsabsa na ¢e M3M013Ba B KOHTEKCTAa HA MHOTOCTPaHEH
TEParieBTUYCH NMOIAXOH, KOMUTO MOXKEe a BKJIIOUBA Kaauwid nox ¢popmara Ha nobaeky, 1,25-muxugpokcu
BUTaMHH D3 UK enuH OT HEFOBHTE aHANO3H 32 NIOHWKABAHE HA HHBATa Ha UHTAKTHUSA NApaTHPEOMICH
xopmoH (1IPTH).

JlokazaHo €, 4e ceBesaMep c€ CBBP3Ba C NUTEYHUTE KHCEIMHHH in Vilro M in vivo IIPpH €KCICPHMEHTAIHH
KMBOTHHCKH MOJIefiH. CBBP3BaHETO HA MUTBUHHTE KHCEMHA Ype3 HOHOOOMEHHH CMONH € Jto0pe H3BEeCTeH
METO/I 33 HAMAJIABAHE HA XOJIeCTepOsia B KPLBTA. B KIIMHHYHM NpOoyYBaHUA HA CEBEIIAMEDP KAaKTO CPEIHMAT
ob11 xosnecTepod, Taka H LDL xonecreponsT Hamanasa ¢ 15-39%. [loHmkaBaHeTO Ha X0JecTepona ce
Habmonasa cies 2-ceIMHYHO JIEUEHHE H ¢ TIOMUTEPIKA ¢ IPOABIDKHTENHO NeveHue. HuBata Ha
Tpurnuuepuaure, HDL xonectepona v andyMiHa He Ce MPOMEHAT CJIE] JICUCHHE ChC CEBETIaMep.

Tnii kaTO ceBenamep ce CBBP3BA C KITBUHHTE KHMCEJTMHH, TO# MOXKE 2 IOBJIHARA abcopOupanHeTo Ha MAaCTHO
pasTBOpMMH BUTaMHuHH Kato A, D, E n K.

CepenaMep He ChIBPKA KAILHI H HAMAJISBA YSCTOTATA HA SMMU30ANTE Ha XHICPKANLUHEMHA B CPABHEHHE C
MALMEHTH, H3MON3BalllH caMo (ocdaT-CBbp3BanlH NpenapaTH Ha Kanumuesa ocHosa. JlokasaHo e, de
epexTuTe HA CeBenaMep BEPXY ocdopa H KaJILHA C€ NOAIBOKAT B X0Ja Ha NIPOYYBaHe C NpocieaqBaHe B
[POABJDKECHHE Ha elHA roaMHa. Ta3n HARQOpMALHA € NOMYy4EHa OT NPOYYBAHMA, IPH KOHTO € M3MOJ3BaH
CeBeIaMep XUAPOXIJIOPHI,. |

be30nacHOCTTA H ¢(pEKTHBHOCTTA HA ceBeiaMep KapOoHAT Npyu NegUaTpHYHH NAlMEHTH ¢
xHIrepgochatemus, ¢ xpoanyHa 6u6peusa vernocrareuHocT (XbH) € onleHeHa B MHOTOLIEHTPOBO MIPOYUBAHE
¢ 2-ceIMUMEH, PAHAOMHIMPAH, rU1are0o-KOHTpoarpaH nepuoa ¢ dukcupana ao3a (Fixed Dose Period,
FDP), nociensan ot 6-Meceuen, ¢ ¢Ha rpyna, OTKpHT nepyoz Ha THTpHpane Ha ao3ata (Dose Titration
Period, DTP). O6mo 101 nmanuenTtH (Ha BE3pacT oT 6 Ao 18 rogusu ¢ TenecHa NOPBPXHOCT B IPaHHALH
mexay 0,8 m? o 2,4 m?) ca panoMH3MpanH B poyuBaHeTo. YeTnpuaecer u neset (49) nauyeHTH ca
NoJTydaBaJiH cepenamep kapboHart, a 51 nausenTn ca nomyqapany niauebo no BpeMe Ha 2-ceaMUYH
nepuol ¢ pUKcHpaHa fao3a. Cres TOBa, BCHYKI NAIHEHTH ¢a MOTy4YaBalH ceseiaMep kapbonar B
NPOBDKEHHE Ha 26-ceAMUYHMA TIEpHO HA TUTpHpaHe Ha no3arta. [[poydyBaHeTO € OCTHIHE
IMbPBHYHA KpaiHa TOMKa, KOETO 03HAYABA, Y CeBenaMep KapOoHaT HaManaBa cepyMuns docgiog
CpeaHa pasiuka ot u3xomHuaTe HuBa -0,90 mg/dl B cpapHeHHe ¢ mianeo, KaKTO ¥ BTOPHYHM f EPAMRRT> 1 Y | &
TOYKH 32 edukacHocT. Ilpy neauaTprHH NaUKEHTH ¢ XHNEPPOocPaTeMHs KaTO BTOPHIHA My ;& » - g
™
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ceBeyiaMep KapOoHaT 3HAYHMO HaMafaBa cepyMHuHTe ¢ocopHH HHBA B CpaBHEHHE ¢ IU1anedo mo Bpeme

Ha 2-ceIMHYHMA nepHo ¢ puKcupana 103a. O1TOBOPHT KBM JICHEHHETO CE 3aM1a3pa NpH NeTHaTPHYHHTE
NaUMEHTH, KOUTO ¢a TOIy4aBald cepenamep kapboHaT 1o BpeMe Ha 6-MeceyHUs OTKPHT NepHoj Ha
TATPHPAHE HA A03aTa. 27% oT neAHaTPHIHHTE NALMEHTH ¢a NOCTHIHAMM DOAXOOAIIO0 34 BE3pacTTa CH HHBO
Ha cepyMeH (ocop B kpast Ha JiedeHHETO. Te3u cToMHOCTH ca cboTBeTHO 23% H 15% B noarpymnara
NALMEHTH HA XEMOIHAIA3A H NepHTOHEaNHA Hain3a. OTroBOPBT KbM JISUEHHETO MO BpeMe Ha
2-ceAMHYHHSA NEPHOX ¢ (PHKCHpPaHA 1032a HE CE € MOBJHAI OT TeJIecHaTa NOBEPXHOCT (BSA), 3a paznika ot
TOBA 0baue He ¢ HAOIMIOOaBaH OTTOROP KBM JICUSCHHETO NPH MEAHATPHYHY [Al[UEHTH C ONPEECHH HIBa Ha
dochop <7,0 mg/dl. [ToreueTo HexeNMaHH peakUHH, CHOOIIEHN KaTO CBBP3aHH WM BE3MOXKHO CBBP3aHH C
JICYEHHETO ChC CeBeslaMep KapOoHaT, ¢a OT ¢TpaHa Ha CTOMAaIUHO-YPEBHHA TpakT. He ca yCTaHOBEHH HOBH
PUCKOBE WIH CHTHAIH OTHOCHO 0€30MacHOCTTa NpH ynoTpeHaTa Ha ceBeriaMep kapOOHAT o BpeMe Ha
NIPOYUBAHETO.

5.2 PapMAKOKHHETHYHE CBOHCTBA

He ca npoeexxziann apMaxOKHHETHIHHE MPOYYBAHHA CHC ceBellaMmep KapOoHart. CeBenaMep XHAPOXIIOpHA,
KOHMTO ChABPKA ChIIMA AKTHEEH PaZHKAN KaTo ceBenamep kapOoHar, He ce abcopOMpa OT CTOMAIHO-
YpeBHHA TPAKT, KOETO € MOTBBPIACHO Ype3 IpoyuBaHe 32 abcopOHpaHeTo NpH 3ApaBH NOOPOBOILHM.

3.3 IlpeaknARAYHA AaHAH 3a fe3omacHoOCT

HexnMHUYHHTE JaHHH 33 ceBeIaMep He MoKa3BaT 0co0eH pHCK 3a Xopa Ha 0a3aTa Ha KOHBeHIHOHAITHHTE
GapMaKOIOTHYHH H3NMTBAHAS 3a 6€30MacHOCT, TOKCHYHOCT MPH MHOTOKPATHO NPWIATAHE HIH
FeHOTOKCHYHOCT.

IIpoResieHH ca Mpoy4BaHHA 38 KapIHOT€HHOCT C MepOPaIcH CEBEIaMep XHAPOXITOPUN NMPH MHILKH (I03H
no 9 g/kg/nen) u mnexose (0,3, 1 wm 3 g/kg/nen). Habmonasa ce yBennucHa 4ecToTa Ha
IPEXOAHOKICTHYSH MMAIIOM HA TTHUKOYHHA MeXYp NpH MBXKH IUTEX0BE B I'Pyrara Ha BHCOKa J03a
(doBemIKaTA CKBMBAJIEHTHA J03a € NBYKpaTHAaTa MaKCHMaJIHA 033 NPH KJIMHHYHY Ipoy4ysanus ot 14,4 g).
HsMa yBenuueHa 4eCcToTa HATYMOPH, HaOMOJaBaHK TIPH MULIKM (MOBEIIKATA €KBHBAICHTHA 4034 € 3-
KpaTHaTa MaKCHMAITHA A03a NPH KIHHUYHA NPOYYUBAHMSA ).

IIpwu in vitro UMTOreHETHYEH TECT ¢ METAOOIHMTHO aKTHBHpaHe NpH Bo3alHKMIM ceBellaMep XHIPOXJIOpU]
NPCAM3BHKBA CTATUCTHYCCKH 3HAYMMO YBEJIHYABaHe Ha Opos Ha CTPYKTYPHHUTE XPOMO3OMHH adepaLivH.
CeBenaMep XUAPOXNOPH/ HE MOKA3BA MYTArSHHOCT NpH OaKTepHATHUA MYTarcHeH TECT Ha Ames.

TIpx murbxoBe H KydeTa ceBenamep HaMmailapa aGeop6upaneTo Ha MacTHOpasTBopuMuTe BuTaMubu D, E u K
(koarynaiHoHHH akToph) ¥ doHeBa KHCEIHHA.

Habmonasar ce ae(uuyTH BB BKOCTABAHETO HA CKEJICTA Ha HAKOJIKO MeCTa IpH (eTycHTe Ha JKEHCKH
[LIBLXOBE, [IPHEMAIIH CeBelaMep B CPpeHH U BUCOKH AO03H (YOBEIIKATA €KBUBAIICHTHA J1034 € T0-HHCKA OT
MAKCHMATHaTa 032 NIPH KIMHUYHY Npoy4BaHHsa oT 14,4 g). Edexrure MoXe na ca BTOPHYHH B PE3yATaT Ha
H34EPIBAHECTO HA BUTAMHH D.

ITpu 6peMeHHM 3aiilty, NOJIy4aBaIHN HEPOPAITHH JO3M CEBEIAMEP XHIPOXIIOPH Ype3 FaBax Mo BpeMe Ha
OpraHoreHesa, ce HabmoJaBa yReJIHUaBaHe Ha paHHUTE pe3opOLIMU B pyNaTta Ha BUCOKa A03a (YoBemKaTa
€KBMBaJICHTHA 033 € ABYKPATHATA MAKCHMAITHA 034 IIPH KAHHHYHH H3TATBaHAS ).

CepenaMep XUAPOXJIOpHA He YBpexZa (PepTHINTETA HA MBXKH HIH XKSHCKH IUTBXOBE [IPH MPOY4BaHe ¢
[IPHIIAaraHe ¢ XpaHa, NPH KOSTO XKEHCKHTE ¢a TPETHPaHU OT 14-H4 IeH NpeaH OIUVTOXKAAHETO A0 Kpad Ha

mpoyuBaHe e 4,5 g/kg/nen (YOBEIIKa EKBMBAJICHTHA 1033 2 MBTH MAKCUMAJTHATA 11034 IPH
npoy4BadMs oT 13 g/neH B8b3 OCHOBA HAa CpaBHEHME HA OTHOCHUTETHATA TEISCHA MOBBLPXHO:

6. ©QAPMAHNEBTHYHH JAHHH




6.1 Codachbk Ba HoOMONNHTE BeIECTBA

CuprieBMHa Ha Ta0JeTkara;
JlakTo3a MOHOXHApAT

Konoujien 6e3800eH CHUIHIMEB JUOKCH
[TunKoB cTeapar

POWIMOBO TOKPUTHE:
Xurnpomernosa.

AManeTHIHpaHH MOHOTTHLICPHAH

6.2 HecbrBmecTamMocTH

Henpunoxumo.

6.3 Cpox na roamocrt

2 TOAHHH

6.4 CpnenaalHH yC/IiOBHS HA ChXPAHEEHE

To3u nexapcTreH NMPOAYKT HE H3HCKBA CITEITHAHH YCJIOBHA 34 CHXpaHEeHHE.

6.5 Bnaa H chIbpXKAHHE HA OLIAKOBKATA

HDPE 6yTunku ¢ nonmanponiicHoBa kanauka ¢ mo 180, 200 wnu 210 tabnetkn B 6yTHnka (¢be mwiu 6e3
BHHUIHA O[IaKOBKA).

OnakoBka cherofmma ce oT Ape 6yTriku ¢ mo 180, 200 wix 210 Tabnerku (ape OyTHIKH BHB BRHIDHA
OIIaKOBKa).

OnakoBka cwerogma ce o1 TpH 6yTHiaky ot 180, 200 unu 210 Tabaerku (Tpu 6yTINKM BBE BLHIIIHA
OIIaKOBKa),

HDPE OyTHiky, ChIBPIKAIMH CYIIHTEL.

He BcHYKH BHAZIOBE OTIAKOBKH MOTAT Jia OBJaT MycHaTH B poxax6a.

6.6 CpenuaaHH nIpeARa3HA MEPKH NPH H3XBbPJIsHE

HsMma cnenHansy W3HCKBAHKA 33 H3XBHP/IAHE.
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