VITAMIN B,;; 100, 250, 500, 1 000 pg/ml sol. inj. 1 ml

KPATKA XAPAKTEPHCTHKA HA ITPOAYKTA

1. HAMMEHOBAHHE HA JIEKAPCTBEHHUA ITPOAYKT

VITAMIN B,, 100, 250, 500, 1 000 micrograms/ml solution for injection

BHUTAMHH B,, 100, 250, 500, 1 000 micrograms/m! Hi>KeKLHOHEH pPa3TBOp

2. KAYECTBEH H KOIMYECTBEH ChCTAB

Beaxa amnyna or 1 ml nmHekupoHeH pasTBOp CBABPKA AKTHBHO BELLECTBO LMAHOKOOAIaMUH
(cyanocobalamin) 100, 250, 500 uau 1 000 pg.

3a noMOmHM BEILECTBA, BUXK T, 6.1

MBNLAHUTEAHA ATEHLS 110 HiEKAPCTBATA

3. JEKAPCTBEHA ©®OPMA Koarmxa xapaxmepucmuxs we npodyxme - Mpunaxense 1
HuxexuMoHen pa3TBOp

owry R, 03 03 1008
4. IIIIIIIIIII

4.1. TepanepTAHH NOKAZAHHSA / / 5 "9 7 ﬁf

. TTepHHIIHO3HA H APYTH MAKPOLHUTHH GHEMHH; ’( o 22297/ 09 /0 3/, 0.
. Jlokazan AeHIUMT Ha BHTaMHH B, BCIEACTBHE HA HETBTHOLEHHO XPaHEHe

(BKIIOUHMTETHO NBJHA BEreTapHaHCKa AUeTa) HlH Manabcopuma (IpH XpoHUYEH aTpogpuyeH
racTpuT, CyGTOTaNnHa H TOTaNHa racTpeKToMRA, 6onect ra Crohn, 06IUMPHH THHKOYPEBHH
pe3eKiHH, TOCTONEPATHRHY MUCTYNH U CTEHO3K, FACTPO-KHTECTHHANHM TYMODH).

4.2. 1o3upoBKa H HAYHH HA NPHJICKEHHE

Ilpunara ce HHTPaMYCKYJIHO.

Buipacrna u aena

TlepHHIMO3HA H IPYTH MaKPOUMTHH aeMHUH 0e3 ChIThTCTBALLa HEBPOIOrHUHA CHMNTOMATHKA!
IInaHokobanamMun ce npuiaara B zo3a ot 250 go 1000 pg npe3 aeH B npoibibkeHue Ha 1-2

CEAMHIH, NocneABaHR OT 250 ug BeAHBK CEIMHYHO A0 HOPMANH3KpaHEe Ha KPBBHATA KapTHHA.
Nopaepxaina ao3za: 1 000 ug BeaHBK MECEYHO.

[YepHHUNO3HA B APYTH MAKPOUHTHH 8HEMHUH ChC ChITBTCTBANIA HEBPOIIOTHYHA CHMITTOMATHKA!
ITponyxTeT ce npujara B fo3a or 1 000 ug npes aAeH Ao NOBAMABAHE HA KIUHMYHATA KAPTHHA U
nabopaToOpHUTE MOKA3ATEIH.

[IpobHnakTHKA Ha BHTAMHH Bj;-1€ THA aHEeMM$, BCHEACTBHE Ha IaCTPEKTOMHS WIH

ManabcopOLHOHEH CHHAPOM:

Ipunara ce mo 250 10 1 000 pg enHOKPaTHO MECEUHO.
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[To BpeMe Ha nevdeHHE ¢ BATAMHUH B; ce mpenophyBa peoBeH KOHTPOA HA KPbBRATA KapTHHA 33
OLIEHKA Ha TepaneBTHYHHA edeKT.

4.3. IlpoTHBONOKA3AHNS

¢  (CBpBXUYYBCTBUTENHOCT KbM AKTHBHOTO HIIH HAKOE OT [IOMOIIHHTE BEILIECTBA;

¢  bonecr Ha Leber (HacneacTBeHa aTpodHs Ha 3PUTEAHHA HEPB);

o  Merano6nacTHa aHEMHS MO BpeMe Ha GpeMEHHOCT, OCBEH B Ciyqail Ha J0Ka3aH JCQHUMT Ha
BHTaMHH B3;

e Tpomboembonuu,;

¢  370Ka4eCTBEHH HOBOOOpa3yBaHus.

4.4. CnennaNHH NpeaynpexIcHHa H CIeIHANHH NPEANA3HA MepKH NpY ynorpeba

¢ B HauamoT0 Ha TepanuATa € BBE3MOXKHA [0fBa Ha PHTHRMHHM HapyHICHHA B pe3yATaT Ha
XHNOKaNHeMus. B Te3n ciayyau ce mpenopbysa onpefciaHE HAa NiasMeHaTa KOHLEHTpauHA Ha
KaJIuH.

¢ Jluncarta Ha TepaneBTHYEH e(deKT OT MPHJIOKESHHETO Ha BHTAaMHH B,; NpH MeranodnactHa
aHeMHsA MOXe Ja ce¢ ObDKH Ha JAedHuut Ha ¢ommeBa kucenuna. I[IpunoxeHHeTo Ha
naHokofanaMHH MOXe Ja MacKHpa Mph3HauuTe Ha Gonues JePULIHT.

¢ [lo Bpeme Ha neueHHe ¢ BHTaMHH B); ce npenopnusa KOHTpON HA KpbBHATa KapTHHA,
BK/IIOYHTEIIHO H NOKA3ATENINTE HA KPBEBOCHCHPBAHETO, KAKTO M NPOCNEAABAHE Ha HEBPOIOIHIHNHA
CTATYC C LeJ OUSHKA HA TepaneBTHIYHHA e(eKT.

¢ [lo BpeMe Ha ieUCHHE C BUTaMHUH B ; € BE3MOXHO OLIBETABAHE Ha YpHHATa B YEPBEH LBAT.
4.5. B3anmopeillcTBHE ¢ JAPYrH JIEKAPCTBEHH NPOAYKTH H ApyrH <¢opMH Ha
B3auMOJeiicTRHE

¢ ExxHospeMeHHaTa ynoTpeba Ha XnopaMeHHMKOI MOXe Aa aHTarOHH3Hpa XeMONOSTHYHHA
e(eKT Ha BUTaMHH B),.

¢ [lepopanHuTe KOHTPAaUENTHBHA MOTAT J4a MOHMKAT CEPYMHATa KOHLCHTpaUHs Ha BHTAMHH
B,

4.6. Ynorpeba npH OpeMEeHHOCT H KbEPMEHE

BpeMeHHOCT

3a neyeHue Ha MeranobnacTHa aHeMus NO BpeMe Ha OPEMEHHOCT MPOAYKTBHT CE NpHnara camo
Mp# AOKA32H Xe(UIHUT HA BUTAMHH Bi,.

Kspmene

Butamuu B, ce exckperrpa B MaiiuHHOTO MasKo. 1o BpeMe Ha KbpMEHE NMPORYKTHLT TpsOBa Aa

ce MpHJIara ¢hep NpeleHka Ha ChOTHOLIEHHETO PHCK/TION3a OT JeHk
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4.7, em BbLPXY crocoGHocTT? 38 modHpaHe H paoTa ¢ MATIHHA

Butamuu B); He OKa3Ba BIHAHUE BBPXY CIOCOOHOCTTA 32 WOpHpaHe H paboTa ¢ MAIIHHA.
4.8. HexxeaHH JIEKAPCTBEHH PeaKIfHA

Hexenann peakiiuy npu ynotpeda Ha BUTaMHuH B, ce Habmonasar psaxo.

Hapyiienns Ha K0Xara W TOAKOKHATA THKAH: PAAKO — AJEPrivYHH KOXKHH peakuuH (YpTHKapHs,

aknedopMeHH H OyNo3HH OoOpHBH, ChpOEK), B H3KMOUYHTEAHO PEAKH CNy4YaH — aHahHIaKTHUCH
LIOK,

OOy _HapylleHHs ¥ e(EeKTH Ha MACTOTO HA MPHIQKEHHE: PAAKO - MOBHIICHA TEMIEPATypa,
BTpUCAHe, TOIUIM BbAHK, CBETOBBPTEX, OTNAJAHANOCT, rafacHe, DONE3HEHOCT HA MACTOTO Ha
HHKEKTHPAHE.

4.9. IIpexosapane

HsiMa KIHHHYHH OAHHH 3a MPEAO3HPAaHE ¢ BUTaMHH B,.

3. DAPMAKOJIOT'HYHHA JAHHH

ATC kon B03BAO1

PapMakoTepaneBTHYHA rpyna: KpbB H KpBBOTBOpHH OpraHH; aHTHAaHEMHYHH TNpenaparH,
Butamun B; u ¢onueBa kucennna; Butamun B,,.

5.1, ®apmakoguHAMHYHH CBOMCTBA

Buramun B); ¢ katanuszarop Ha OearbuHara oOmsaHa npH cuHTe3a Ha JTHK w mporeHHmTe,

MoenusBa 0OMAHATA HAa BBEIICXHApPaTHTe H AunuanTe. CTHMYIMpa epHTPOINOE3aTa, KaTo
nognoMara CHHTE3aTa Ha XeMOTROOMH W HATPYNBAHETO B CPUTPOLWTHTE HA CHEAWHEHHA CbC

cynpxuapuand rpyny. Buramun By; npoABsBa MTHOOTPONHO AEHCTBHE K OKa3pa OMaronpHATHO
BIHAHHE BBPXY (PYHKUMATA HAa uyepHUS ApoC H HEpBHATa CHCTEMA. YUYacTBa B CHHTE3aTa Ha
HYKJICHHOBH KACETHHH, XONHH, METHOHHH, KPEaTHHHH, MYPHHH H MUPHMHIHHH.

5.2. PapMaKOKHRHETHINH CBolicTBa

Pesopbuns: Pesopbupa ce 6bp30 H MBIHO ClI MApPEHTEPATHO MPHIOKEHHUE,

Pasnpenenenne: [naHokobanamMHH ce CcBbp3Ba  ¢bC crnenuduued  Gera-rnobyiauH
(TpaBckobanaMun II), usnsiaugeam TpaHCHOPTHH OyHKIHH ¥ anda-riaodynun (TpaHckobanaMyH
I), aMa1l npeAHMHO AenoHupalle 3Ha4YeHne. Mexay 1 u 10% ot BeBeAeHaTa A03a € B ¢BOOOAHA
¢opma. OcHOBHO aen¢ Ha BMTamMuH Bj; B opramm3ma ¢ uvepHus apo6. InaHoxofanamun
NpeMHHAaBa 1pe3 MIALCHTATa H ¢ eKCKpeTHpPa B KbPMATa.

MeTaboan3bm B exckpenua: EXUMUHAUMOHHAAT NOXYKWBOT Ha BUTaMUH B, o1 nnasmara ¢ 5-

14 auu, or yepHoApOOHaTa ThKAH - OKOJIO roguHa, EXckperrpa ¢e ¢ irbukata i ce peabcopbupa

e

S.3. IlpeaxUHEYHN JaHHH 3a GezonacHOCT
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BuramuH B, e npakTudecky HETOKCHYEH IIPH NPHIOXKEHHE BhPXY SKCIePHMEHTAIHH XKHBOTHH.
Hama fanHu 33 eMOPHOTOKCHYEH, TEPATOreHEH U MyTareHeH eeKT Ha MPOAYKTa.

6. PAPMAILIEBTHYHH JAHHH

6.1. Cnucpk HA MOMOIHKTE BellecTBA

HaTpHes XJ10pHA, HATPHEB aLeTaT TPHXUAPAT, JSACHA OLETHA KHCEIHHA, BOAA 338 HHXEKIIHH.

6.2. HecbBMECTHMOCTH

BuramuH B); He TpabBa Ja ce CMecBa B €jHa CIPHHLOBKA ¢ THAMHH H pHOO(DnaBHH., DHIHYECKH
HEChBMECTHM € C Bapdapud HaTpuH 3a napeHTepanHa ynorpeba.

6.3. Cpok na rogmocr

2 (ABE) rOAHHH.

6.4. Cnenua,IHH yCNOBHSA HA ChbXpAHEHHE

B opuruHanHata onakoBka, Ha 3alllHTEHO OT CBETIHHA MACTO.

Ha ce cexpanasa non 25°C.

Ha He ce 3aMpa3zsaBa!

6.5. JAHHH 3A OIIAKOBKATA

AMnynu ot Oeanperto crukino nol ml. 10 amnynu B 6nucrep ot TBHpA0 PVC donuo; 1 wmu 10
Onicrepa B KapTOHEHA KyTHS, 3a80HO C JIHCTOBKA.

OrpapaHeTo Ha aMITy/IMTe Ce H3BRLPINBA C HATHCKAHE HA Nanena BbPXy MapKHpPOBKaTa (TOYKATa)
Ha IHHKaTa Haj aMnynara.

6.6. CnenuduynH npeanaIny MEPKH NPH H3XBBLPASHE HA H3NOA3BAH JIEKAPCTBEH NPOAYKT
AH OTHANLYHN MATEPAAJIHN OT HEro

HsaMa cnenyaiHH H3HCKBaHUA.

7. IPHTEXATEJ HA PAZPEIIEHHETO 3A YIIOTPEBA

CODAPMA Al

y1. WaueHcko woce 16, 1220 Codus, bbirapua

8. HOMEP HA PA3SPEHIEHHETO 3A YIIOTPEBA:

Buramun By; 100 pg/ml — 1 ml umk. p-p — 20020307

Butamus B); 250 pg/ml ~ 1 mi urxk. p-p — 20020308

Burtamnn By, 500 ug/ml - 1 ml uek. p-p — 20020309

Burtamud B;; 1 000 pg/ml - 1 ml urx. p-p - 20020310

9. JATA HA ITbPBO PA3ZPEINABAHEMOJHOBABAHE HA PAZPEHIEHHMETO 3A
YIIOTPEDBA - 03.04.2002

10. IATA HA AKTYAJINIUFPAHE HA TEKCTA
Mait 2008 r.




