NAT
ONOGPEHO!

JIHCTOBKA 3A ITAIIMEHTA

BI-ROVAMET 1500000 IU/250mg film-coated tablets
b1 - POBAMET 1500000 IU/250mg ¢unmupanu tabneTku

BHUMATEJ/IHO IIPOUYETETE TA3H JIMCTOBKA IIPEJIHN JA

3AITIOYHETE JA IIPUEMATE TO3H1 JIEKAPCTBEH INPOJAYKT

- 3anazeme mazu aucmoska! Mooice 0a ce Hanoxcu 0a 1 npoyememe OMHOBO0.

-  Axo y Bac gv3nuxknam OonvaHumenru 6bnpocu, Moai obvpreme ce kvm Bawus
neKysawy iexkap uau kom gapmayeem!

- To3u npooyxm e npednucan ausHo 3a Bac u ne mpabea da ce dasa Ha opye!
Toit moorce 0a Haspedu Ha Opyeu xopa, 00pU QKO me uMam NOOOOHU HA
Bawume onnaxearuas.

B TA3N JINMCTOBKA CE CHhJIBPXA CJEAHATA UHOOPMAIINSA:

Kakso npeacrabiasiea bu-PoBaMeT # 3a KaKBO ¢e NMpHJaara

Kakpo ¢ He0o6X0AHMO 1A 3HAeTe Npead NpUIoKeHHeTo Ha bu-PopamMer
Kak ce npunara bu-PoBamer

BB3MOXKHH HeKeJTAaHH peaKLHH

YcJ0BHA HA CBXpPaHeHHe

JTonbJaHUTEIHA HHPOpMALIUSA

AR ol

Bu-Popamer puimupanu TabaeTKu
CnupaMHUIlHH
Metponu gazon

Jdexapcmeeno eewecmeo B enHa Tabnerka bu-Popamer:Cniupamuud 1500000 IU,
Merponnpaszon 250 mg

IHomowrnu eewyecmea:. MAaHUTOJ, XUAPOKCHIPONHUIEIYN03a, HATPHEB HHIISCTECH
I'ITHKOJIAT, MUKPOKPUCTATHA 11€JIYI103a, MarHEe3HUEB cTeapar

Cvemas Ha @Quamosomo noxpumue. XUINpOMeno3a, Makporoa 6000, THTaHOB
THOKCHU]T,

Onaxoexa
duamupanu Tabnetkn no 10 O6pos B Omuctep or PVC/AIL, mo 1 6nucrep B
OlTaKOBKa

Hpumemcameﬂ HA Pa3petieRuemo 3d ynompefia:

AxtaBsuc EAJ]

yi.” Atanac Jlykop” Ne29
1407 Co¢us, briarapus Tk
Ten. ++359 2 9321762; ++359 2 9321771 Y {:;.3.;3?‘ o



IIpouzeooumen:
Rottendort Pharma

Zone Industrielle N2, Batterie 1000, 59309 Valenciennes
PpadHuus

Rottendorf Pharma GmbH
59320 Ennigerloh
[ epManus

1. KAKBO HPEJICTABJ/JABA BH-POBAMET H 3A KAKBO CE
INPUJIAT A

bu-PoBamMer e koMOWHMpaH HIpPOAYKT, KOWTO cChueTaBa aHTHOAKTEpHAIHUTE
CBOMCTBA HA MAKPOJIUAUTE U UMUIA3Z0NIHTE,
[Toka3zaHHuATa ce€ ONMpeneNAT OT CIEKThpa Ha aHTHOaKTepHaaHara aKTHBHOCT H
dhapMaKOKHHETUYHUTE XApAKTEPHCTHKH Ha POAYKTA.
bu-PoBameTt ce npuaara 3a:
Jleuenue Ha OCTPH, XPOHWYHH WIH PEIHAMBHPALIH CTOMATONOTOYHH HH(EKUMH
KaTo:

e 31u0HHU abcuecH, PaerMOHH, IEPUMAKCUIAPEH CHHYHT, NCPUKOPOHUTH,

e [ HHT'MBUTH, CTOMATUTH;

o IlaponoHTHTH;

o [JaporTuauTtH, CyOMaKCHIUTH.
IIpoduaakTHka Ha JOKaJIHH MHQPEKIHU KaTO IOCTONEPATHBHH YCIOKHEHHS B
CTOMATOJIOTHYHATA XUPYPrUl.

2. KAKBO E HEOBXOJINMO JA 3HAETE IIPEAN 3A 3AINIOYHETE
JEYEHHETO C BU-POBAMET
bu-PoBamer He ce npHjara npm:
¢ CBPBXUYBCTBUTE/IHOCT KbM UMHAA30JH, CIUPAMULIUH W/UIU KBM HAKOE OT
IIOMOIIHUTE BEILIECTBA,

e Jlenanon 15 roaunu.

Hpu npuiioKeHHETO HA TO3M JEKAPCTBEH NPOAYKT HMalTe npeaBH]
CJIeJHOTO:

[Ipu moABa Ha reHepanu3HMpaHa €pHTEeMa (3a4epBABaHe Ha KOXara), ChYETaHa C
OyCcTyJo3eH OOpHB (THOMHU ITBIKK) B HAU&IOTO Ha JIEYEHUETO € IPH3HaK 3a
Pa3BUTHE HA OCTHP M'eHEPAIH3HPAH MYCTYJI03CH €K3aHTEM H JIeYeHUETO TpadBa na
CE¢ NpPeyCTaHOBH BEJHAra,

IIpunoxenunero Ha bu-PoBaMeT npu OOJHHM Cbe 3a00A4BaHUA Ha LIEHTpaNTHaTa H
nepudepHa HEpPBHA CHCTEMa MOXE [a BJIOWIH CBCTOAHUETO HM IOpaid
ChABPKAHMETO Ha MeTpoHHZason. llpu [oABa Ha HEeHIYPHA-JIOXOAKa H

CBETOBBPTEX IPHEMBT Ha IPOIYKTa TpAOBA 1a ce ¢ 'a Hma C'bﬂml{sHHH 32



I'BPUOBE ¥ HEBpomaTus  (MpaByudykaHe Ha KpaHHHuUuTe, 3aryba Ha
YyBCTBUTEJIHOCTTA) cJie[l NpHioKeHue Ha bu-Posamer. IIpu nosdBa Ha Tte3n
CUMIITOMM JICYCHHETO TPA0Ba J1a CC IPEKPATH.

IIpu enHOBpeMeHHO NpuUeMaHe Ha bu-PoBamer ¢ ankoxom MOXe Aa ce pa3Bue
aHTa0yCc peakiiigd - KOpPEMHM KOJHKH, TraJeHe, IOBpbBIlaHe, TI1aBoOOIHE,
3a4€PBABAHE, YCKOPCHA CHPACUHA ASHHOCT.

[Io BpeMe Ha neyeHUeTO TPAOBA Aa ¢e HpocicasaBa KpbBHATA KapTHHa (OCODEHO
JICBKOLIUTHTE C OIJIed Pa3sBUTHE HA JICBKOIEHHUA). BB3MOXKHO € pa3BUTHE Ha
MPOMEHY B KPBHBTA TIPH NMPOABLKUTEIHO JEUSHHE UK JICUEHHUE C BUCOKHU JO3H.
[Ipp mauMeHTH ¢ HM3BECTHA HEAOCTAaTBYHOCT Ha [UIIOKO030-6-Pochar -
AEXHOPOreHas3a MOXe [a Ce pa3BUEe XeMOJUTHYHA aHEeMHs, 3aTOBA IPOAYKTHT He
ce Mpuilara Ipyu TakUBa NalMEHTH.

Hpunoxenue Ha bu-PopaMer ¥ IpyeM Ha XpaHU H HANIHTKH
Hsma Heo0X0AUMOCT OT CIISIHAIeH XPAaHUTEICH PeXHUM 110 BPEME HA JIEYEHUETO C
TO3U IPOAYKT,

bpeMeHHOCT

IIpedu npuem Ha Kaxeumo u 0a e JexapcmeeHu NPooyKmu ce KOHcyamupaume ¢
nekysawus Bu aexap uiu ¢ papmayeem

Bu-PoBameT He ce mpuiara o BpeMe Ha IBPBUTE TPHU Mecella Ha OpeMeHHOCTTA.
[Tpe3 ocTanajiaTa 4acT OT OpeMEHHOCTTA [IPUNAradeTo Ha MPOAYKTa MOXKE Ja ¢e
o0CHK A,

KnpmeHe

IIpeou npuem Ha xakeumo u 0a e NEKaPCMEEHU NPOOYKMU Ce KOHCYImupaume ¢
nexysawua Bu nexap uau ¢ papmayeem

[IponykThT ce oTAens B MalfuMHOTO MJSKO B KOJUYECTBO, MOJOOHO Ha TOBA B
KpBBTa. AKO C€ Hajara Je4eHHE B IepUola Ha KBPMEHE, C€ Ipenopbysa
NpeyCTaHOBIBaHE Ha KbPMEHETO 38 BPEMETO Ha IIpHEMaHe Ha NMPOAYKTa.

Illodpupauxe u paboTa ¢ MALLIMHH

IIpoayKThT HE TOBJUABA CIIOCOOHOCTTA 32 IHO(QUpaHe U padoTa ¢ MallliHH, HO B
OTJeTHH CIIydal MoraT Ja c¢a HaOmojaBaT CBETOBBPTEX, OOBPKaHOCT,
XaTIOIMHAIINY HJIM I'bPYOBE U MAIUEHTUTE TpsaOBa Aa Obaar upeAylnpeleHH 3a
TOBA.




HpuemaHe Ha APYIrd JeKapCcTBA
Mons, ungopmupaiime ceoa nexysauy rexap uau Gapmayeem axko npuemame Uy

CKOPO CMe Npuemanu CKopo opyeu 1exapcmeeny npooyKkmu, 0opu ako me He ca Bu
bunu npednucanu om nexap

e [lo oTHOIIEHHE HA METPOHHIA3OT
Habaronasany ca M ICHXOTHYHH PEaKIHH Y alKOXOIHUIY, [IpUeMaliy Aucyndupam
3a JIeYeHue Ha ankoxosimiaMma. 3aroBa bu-Poamer He Tpa0Ba na ce mpuniara y
MallieHTH, IpHeMany qucyidupaM JBe CeIMHULIM NIpead TeYSHHUETO.
Bu-PoBamer 3acuiiBa NPOTMBOCHCHPBAILIOTO JeficTBHE Ha BappapuH H JApYrd
KYMapHHOBH II€pOPATHM AHTHKOAryJaHTH KAaTO YABIKABA INPOTPOMOMHOBOTO
BpEME. |
EnnoBpeMeHHHAT IpPHEM ¢ JeKapcTBa, KOMTO 3aCH/BaT ACHCTBHETO Ha HAKOH
yepHOAPOOHHW eH3UMH GEHWUTOMH WiIH (QeHobapOuTan, ™Morar na YCHIAT
oTAensHero Ha bHu-PoBaMer, B pe3ynrar Ha XOE€TO KPBBHUTE MY HHBa Ia ce
MOHHUXAT.
EQHOBpEMEHHHAT NPUEM C JIEKapCTBa, KOHTO HaMalsBal aKTUBHOCTTA Ha TE3M
eH3MMH, KaTo HUMETHIWH, MOXe Aa YABKH MMOIyXHBOTA My H [Ja HaMald
OTHENAHEeTO Ha METPOHHIA30j, KOEeTO Ha [OBEAE IO peaKUuu OT CTpaHa Ha
[IEHTpaAJIHATA HEPBHA CUCTEMA.
JTOKCULIMKIYH B3aMMOAeHCcTBA ¢ METPOHMAA307 KATO B HAKOM Clydad 3acHjBa
NECTBHETO MY CpEIy aHaepoOH.
EAHOBpEMEHHOTO TIpJIaraHe Ha IPOJAYyKTa ¢ (QIyopoypaliii MOXe Na ZOBEIE 10
MOBHILUCHA TOKCUYHOCT Ha I[OCICAHUS NOpajd HaMaliBaHE Ha HEroOBOTO
OTAEIAHE.
MeTpHHYUAA30] MOXE Jd MMOOHIH3Upa TPEMOHEMATE U Ja JoBefe 10 (ajllHnBo
MO3UTHBHpaHe Ha TecTa Ha HelChH.

e Ilo oTHOUIEHHE HA CHIUPAMULKH
[IpoAyKTHT INOTHUCKA YCBOABAaHETO Ha JIEBOAONA W Kapbuponma H HaMansBa
mIasMeHHTe HWBa Ha JieBOJOIIa. B TaKMBa Clydyad € Hajlara MOBUINABAHE HA
403aTa Ha [oc/e JHUA.

3. KAK CE ITPAJIAI' A BU-POBAMET

Bunazu npuemaiime Bu-Posamem cnoped uncmpykyuume Ha Aexygsauus nexap!
JleueHHe

Bw3pacmnu u 0eya nao 15 200unu

JlneBHara nqo3a € 2-3 Tabnerku ot bu-Posamer, npuerd 2-3 HbTH AHEBHO IO
BpeMe Ha xpa”ene (3 000000 mo 4 500 000IU cnupamumua 1 500 po 750 mg
meTponua3on). Ilpu Texky uubeKuuu no3aTa MOXe Aa Oble MoBUIleHA Ha 4
TabJICTKH ZHEBHO.

HEOQHJIRKTHK& Ha JOKAJIHH HHQBKEHH KATO HOCTOHEERT%E-MﬂHOKHEHHH

B CTOMATOJOrHYHATA XHPYPrus s
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Bv3pacmnu u oeya Hao 15 200unu

O6uuarina 1o3a 2 10 3 TabyeTKu IHEBHO B 2 UM 3 rIpHeMa I10 BpeMe Ha XpaHeHe.
Axo umame enevamnenuemo, e egpexmvm om npunodicenuemo Ha bu-Posamem e
NO-CUNEH OM OYAKEAHUA UMW HedocmamuvyeH, 0bvpHeme ce KbM €60a exap unu
papmayesm!

AKO cTe IIpHeJIH MO-TOJAMO KOJUYECTBO 0T JeKapCTBOTO:

IIpu npuem na no-eucoka 003a om npeonucanama 6eoHa2a ce 00bpHeme 34
nomowy xem aexap!

Hama crnennduyueH aHTHAOT 3a CIIAPAMULIMH U METPOHHIA30JIM.

Hapywenus om cmpana na Memponuoas3on

CrnoOIleHd ca ciIydyau Ha MNpHEeM Ha eIuHW4Ha jo3a oT l2g. CuMmnromute ca
NMOBPBUIAHE, HECYPrYPHOCT B TOXOAKaTa H JICKa AC30pPUCHTALINA.

Om cmpana Ha CRUPAmMuyuH

CHMIITOMHTE ¢4 OT CTpaHa Ha CTOMAIIIHO-YPEBHMS TPaKT — rajeHe, TMOBPBINAHE,
muapusd. B uaxon ciydan € HabmoJaBaHo yxbinkasaHe Ha QT-wHTepBana, KOETo
u3nckBa EKI -KOHTpO Ha nauueHTa.

AKO ¢Te IPONMyCHAJH Aa npuiaoxure bu-Popamer
AKO cTe IPONTYCHANM Jla IIPHEMETE IIOpeJHaTa 1034, TO IIPHEMETe NIPOIIYyCHATA Yac
T10-CKOPO, HO CE€ HE £ IpUeMaiite e THOBPEMEHHO ChC CII€IBAlIATA.

4. Bb3AMOKHH HEXXEJIAHU PEAKIITHHU

Kaxmo ecexu Opye nexapcmeen npooykm, Bu-Posamem mooice 3a npeou3suxa

HEeNICENAHU 1eKAPCME eHU PeaKyuy

Ivaoicawu ca Ha MEmpoHUOA30.

- peaklMM OT CTPaHa Ha XpaHOCMMUIIaTeIHaTa CHCTeMa — rajieHe, METajleH BKYC B

ycTara, OesameTuTHe, KopeMHa ©Oo0lKa, IOBpbBUIaHe, AHApUs, MHOTO PAAKO —

00paTuM NAHKPEATUT;

- peakIWH OT CTpaHa Ha KOXaTa W JIMIaBHIIHTE — 3a4epBsBaHE, YPTUKAPHS,
BA30OMOTOPHH HapYHICHMHA, YIIOPUT CHPOEXK, IMIOCHT ¢ yCellaHe Ha CyXOTa B
ycTara; MHOrO psaako eieM Ha KBHHKe M aHAQUIAKTHYEH IIOK;

- HEBPO-IICHXWYHH peaKIM#d — TraaBoboine, CBETOBBPTEXK, IdE30PUEHTAIIUA,
MPOMEHH B ITOXOJKaTa, KORBYJICUH, XAIIONWHAIIHH,;
- OT ¢TpaHa Ha KpPBBTa — MHOTO PIAKO HEYTPOIIEHHs, arpaHyJiolHTO3a,

tpoMbounTonenus (HamaneH 6pod e KPBBHU KNETKH U KPBBHH IIOYKH ),

- 4epHOJAPOOHH peakluH — OOpaTUMHK HapylleHUs Ha yepHoApoOHaTa QyHKLHS
M XOJeCTaTUYHA X BIITEHHUIA;

- JIpYrH — YEepBEHHKaBO-Ka(sBO OLBETABAHE HA YPHHATA KaTo PE3yNTaT oOT
MeTabonu3Ma Ha IpPOoAdYyKTa.

Menoxcawu ce Ha CRUPAMUYUH.




- peaKki{ OT CTpaHa Ha XpaHOCMUJIATETHATA CUCTeMa — ODOJIKU B CTOMaxa, TafeHe,
IOBPBINaHe, JUapHsa U B MHOIO peJiKu ciiyday [IceBaoMeMOpato3eH KOJUT,

- KOJKa U IpHAAaThUMTE I — OOpHUBH, YPTHKApHUs, YIIOPUT CBPOCK, PAAKO €AeM Ha
KeuHke u aHahUIAKCHA, MHOIO PAJIKO FeHepalu3UpaH THOEH OOpUB (IIYCTYI03CH
eK3aHTeM);

- peakunu ot ¢rpadHa Ha LIHC — peku 1 npexoaHH MpaBy4KaHH;

- YepHOAPOOHM peEaKIHH — MHOIO pPAIKO NOPOMEHH B CTOHHOCTHTE H&
4epHOIPOOHUTE IIOKA3ATENH;

- OT CTpaHa Ha XeMOMo0e3aTa — U3KIYUTEIHO PAIKO XeMOMTUTHYHE aHEMHUSI.

Axo 3abenexcume Kak8umo u 0a € HeXCeldany peakyuu, KOUmo He ca OmpaseHu 8
mazu TUCMOoBKa, MO Cbobujeme 3a Moea Ha eKy8awjus 1exap uiu apmayesm.

5. YCJIOBHA HA CbXPAHEHHE

[Tpu Temneparypa nox 25°C.

JTa ce ¢hbXpaHABa Ha MACTO, HEJIOCTBITHO 32 Je1la!

Jla He ce ynorpe0aBa CJIex CpoKa Ha TOAHOCT, yKa3aH Ha oaKoBKaral
Cpok Ha TOAHOCT: 3 (TpH) TOAUHH

ITpumedsicamen na pazpewernuemo 3a ynompeba:
AxtaBuc EAJ]

yi1.” Ataac JIykoB” Ne29

1407 Cous, bearapus

Ten. ++359 2 9321762; ++359 2 9321771
IIpoussooumen:

Rottendorf Pharma

Zone Industrielle N2, Batterie 1000, 59309 Valenciennes

Dpanuud

Rottendorf Pharma GmbH
59320 Ennigerioh
I'epmanus

6. IOITBJTHUTEJITHA HHO®OPMAIIH S

Ipumeosicamen Ha pazpeuienuemo 3a ynompeba:
AxtaBuc EAJ]

yi1.” Atanac Jlykos” Ne29

1407 Codusi, bearapus |
Ten. ++359 2 9321762; ++359 2 9321771 “‘"

Ilpouzeooumen: o
Rottendort Pharma [




Zone Industrielle N2, Batterie 1000, 59309 Valenciennes
Dpannus

Rottendorf Pharma GmbH

59320 Ennigerloh

I'epManus

3a BCAKO JOMBJIHUTENHA HHPOpPMAIMs OTHOCHO TO3M JIEKAPCTBEH MPOAYKT CE
oOpbInaliTe KbM MECTHOTO IIPEACTABUTEICTBO Ha [IpuTexkarens Ha pa3peeHHueTo
3a ynorpeoda.

AxTtaBuc EAJ]

yi1.” Atadac JlykoB”Ne29

1407 Codusa, bearapus

Ten, ++359 2 9321762; ++359 2 9321771

Ilocnenna akryanu3anug Ha Teketa — Hoemspu 2008
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