KPATKA XAPAKTEPUCTHUKA HA ITPOAYKT
KBbM JIMIIEH3 3A YIIOTPEBA Ne 0022-2463

1. HAUMEHOBAHUE HA BETEPUHAPHOMEJINIUHCKUA ITIPOAYKT

Norovit/Hoposwur,
WHXEKIMOHEH Pa3TBOp 3a KOHE, TOBE/A, CBHHE U OBIIC

2. KAYECTBEH U KOJIMYECTBEH CbCTAB
Bceexu ml cpappxka:

AKTHBHH CyOCTAHIIMH:

Vitamin A palmitate 15 000 TU
Cholecalciferol (Vitamin Ds) 25 ug
Vitamin E acetate 20 mg
Thiamine hydrochloride (Vitamin B;) 10 mg
Riboflavin sodium phosphate (Vitamin B,) 5 mg
Pyridoxine hydrochloride (Vitamin Bg) 3 mg
Nicotinamide 35 mg
Dexpanthenol 25 mg
Cyanocobalamin (Vitamin B,) 25 ug
ExcuunuenrTu:

Chlorocresol (koHCEepBaHT) 1.0 mg
Butylated hydroxyanisole (anTHOKCHAAHT) 0.1 mg
Butylated hydroxytoluene (anTnOoKCHAAHT) 0.1mg

3a IBJIHUS CITUCHK HA SKCIIUITUEHTHUTE, BIK T. 6.1.

3. OAPMALHEBTUYHA ®OPMA

NuxexkunoHeH pa3TBop.

4. KIMHUYHU JAHHHA

4.1 Bunose :xnBOTHH, 32 KOUTO e NpegHasHaYeH BMII

Kone, roBena, cBUHE H OBIIC.

4.2 TepaneBTUYHM MOKA3aHMSL, ONIPeAeIeHH 32 OTIeJHUTE BUTOBE ;KUBOTHHU

Kato MMPCBAHTHBHA MApPKa U 34 JICUCHUC Ha BUTAMUHCH I[e(l)I/ILII/IT IIpU JKUBOTHU TI'JIABHO IO BPEMC Ha
60J'ICIIYB3HC, BB3CTAHOBABAHC CJIIC JICUCHUC U ITpU 06H_Ia OTIIaJHAJIOCT.

4.3 I[MpoTuBoNMOKa3aHUs
Hsama.
4.4 Crenna/iHu NpeAnasHu MEePKH 3a BCeKH BH/I ’KUBOTHH, 32 KOMTO e npegHasHadyeH BMII

Hawma.
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4.5 Crnenmna/iHu NpeAnasHu MePKH IIPH yoTpeda

Cneuuan}m Opeanasdy MCPKH 3a ) KUBOTHHUTC MMPHU VHOTDe6aTa Ha IMPOAYKTa

He e npunoxumo.

Cneuuan}m OopeanasHy MCEPKHW 3a Juiara, nOpujiaaraimy BCTCPHHAPHOMCIAMIIMHCKHA ITIPOAYKT HaA

XKUBOTHHUTE
He e npunoxumo.

4.6 He0naronpusiTHu peaknuy (4ecTOTa U Ba)KHOCT)

He ca usBectHu.

4.7 VYnorpeba nmo Bpeme Ha OPeMEHHOCT, JAKTALUS UJIH sTiilleHOCEeHe

Moxe Ja C¢ Ipujara 1mo BpeMe Ha 6peMeHHOCT H JaKTalus.

4.8 BzamMmopeiicTBHe C APYIrH BeTePHHAPHOMEIMIIMHCKH NPOAYKTH W JpyrH ¢opmMH Ha

B3anMO/IelicTBHE
He ca usBectHu.
4.9 Jl03a 1 HAYMH HA IPWJIOXKEHHE

I/IHTpaMy'CKyj'IHO HJIN MMOAKOKHO MHKCKTHPAHC.

Kone u roBena: 20-30 ml
Tenera, koHYETA, OBIIC U CBUHE: 5-10 ml
[TompacTBaiu mpacera: 2-5ml
Hosoponenu npacenna 1o 10 kg: 0.5-2 ml

[Tpu HeoOxomumoct BMII moxe na ce npunara Ha uaTepBanu ot 10-14 nxu.
Jla ce nmpunaraT aHTUCENITUYHN MEPKHU.

4.10 IIpemo3dmpane (CHMIITOMHM, CHIEIIHA MEPKH, AHTUIOTH), AKO € HeOOXOTUMO

Hswma.
4.11 KapeHTHHU cpoKoOBe
Meco u BbpTpemHu opranu: Hymna nau.

Musxo: Hyna nHu.

5. GOAPMAKOJOTUYHU OCOBEHOCTH

dapmakoTepaneBTUUYHa Tpyna: Butamunu.
Berepunapnomenuuuncku Anatomo-TepaneBtuueH Kon: QAT1A.

Butamua A ce MNpeBphIIa B PCTUHOI B OYHUTC U CHINO TaKa € OTTOBOPCH
KICTBbYHHUTC MeM6paHI/I.

3a yCTOMYOBOCTTa Ha
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Burtamun D; wrpae riaBHa pons 3a peryiaupaHeTo Ha KOHIEHTpauusaTa Ha Kanuuil u ¢ocdar B
ra3mara.

Buramun E (bYHKLII/IOHI/Ipa KaTO aHTHUOKCHUIAHT M IIOMara Ha CB060Z[HI/ITC paavKaJn TJIaBHO 3a
HCHAaCUTCHUTC MaCHHU KUCCIMHH BHB (l)OC(l)OHI/IHI/IZ[I/ITe Ha KJIICTBYHUTC MeM6paHI/I.

Buramun B1 urpac poJjid Ha KOCH3MM B pas3laJaHCTO Ha TIJIFOKO3a U INTMKOI'CH.

Butamun B, Sodium Phosphate ce pasrpaxkga mo momy4yaBanero Ha koeHsumute Riboflavin-5-
phosphate u Flavin Adenine Dinucleotide (FAD), kouto urpasr xato BOZOPOAECH PEUIHEHT U JOHOP.

Butamun B¢ ce mnpeBpbima B pyridoxal phosphate, koiiTo ¢yHKUMOHHpa KaTO KOEH3HM C
TpaHCAaMHHOKHCEIINHA U JieKkapOoKcuiIaT mpu MeTaboan3Ma Ha IPOTENHUTE U aMUHOKHCEITMHHTE.

Nicotinamide ce mpeBpblia B ocHOBHHTE KoeH3uMH Nicotinamide Adenine Dinucleotide (NAD)
Nicotinamide Adenine Dinucleotide Phosphate (NADP).

[TaHTEeHONBT WM MAHTOTEHOBATa KHMCEIHMHA CE MPEBPBILA B KOCH3UM A, KOHTO Urpae KIHuoBa pos
IPU pa3rpakJIaHeTo Ha BHIIIMXUAPATUTE U AMUHOKHUCEITMHUTE U TIPY CUHTE3a Ha MACTHHUTE KUCEIHUHH,
CTEPOUIN U Al[CTHIIOBUS KOCH3UM A.

Butamun Bj, ¢ HeoOXoauM 3a CBBP3BAHETO HAa HYKJICHJHO KUCEIMHHHTE CIEMEHTH, CHHTE3a Ha
YepBEHHUTE KPBbBHU TENIIa ¥ 32 MeTaboNIM3Ma Ha MPONUOHATa.

6. ®APMAIEBTUYHU OCOBEHOCTH

6.1 Crnucbk Ha eKCOMITHEHTHTE

Chlorocresol

Citric acid monohydrate/Sodium hydroxide

Polysorbate 80

Disodium edetate

Propylene glycol

Butylated hydroxyanisole

Butylated hydroxytoluene

Water for injections

6.2 HecnBMecTHMOCTH

He e npunoxumo.

6.3 Cpok Ha romHoct

CpOK Ha rogHoCT Ha Kpaf’lHHH BCTCPUHAPHOMCAUIIMHCKA NIPOAYKT: 2 TOOWHU.
CpOK Ha rOAHOCT CJICA IIbPBO OTBAPAHC HA ITbPBUYHATA OITAKOBKA: 28 JHH.

6.4. CrenuanaHu yCJI0BHA 32 CbXpPaHEHHE HA MPOAYKTA

Jla He ce cpXpaHsaBaBa npu TeMmeparypa Haxa 25 °C.
Jla ce ma3u ot npsKa cIbHUYEBA CBETJIMHA.

6.5 Bwuau cbcraB HAa MBPBHYHATA ONIAKOBKA
Crorite ¢nakon Tum Il ot 100 ml, 3aneyaran c rymeHa 3amyniajka 1 alyMUHHEBa Kanadka.

6.6 CnenuajaHn MEPKH 3a YHHIIOKABAHEC HA HEU3IOJA3BAH IPOAYKT HJIX OCTATHIU OT HEI'0
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Bceku nensmon3Ban BCTCPUHAPHOMCIUTIMHCKNA NPOAYKT WJIMW OCTAThbUU OT HErO, TpSI6Ba Ja 6’LI[aT
YHUIIOKCHU, B CbOTBCTCTBUC C UBMCKBAHUATA HA MECCTHOTO 3aKOHOAATCIICTBO.

7. MNPUTEXATEJI HA JIMLHEH3A 3A YIIOTPEBA
»ACKIIEII-OAPMA“ OO

I'p. Codus, x.x. Jlromun — 7, 6. 711 A, marazus 3
Peny6nuka bearapus

8. HOMEP HA JIMIIEH3A 3A YIIOTPEBA

0022-2463

9. JATA HA TIOJHOBSIBAHE HA JIMIIEH3A 3A YIIOTPEBA

13.12.2014

10. JATA HA INOCJIEJHATA PEJAKIIUSA HA TEKCTA
03/2016
3ABPAHA 3A ITPOJAXKBA, CHABJISIBAHE U/NJIA YIIOTPEBA

He e npunoxumo.

H3ITBJIHATEJIEH J[HPEKTOP
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