KPATKA XAPAKTEPHUCTHKA HA ITPOAYKT
KBbM JIMITEH3 3A YIIOTPEBA Ne 0022-1709

{, HAHMEHOBAHHWE HA BETEPUHAPHOMEJIHIIHHCKHS ONPOAYKT
OXAMAS

2.  KAUYECTBEH H KOJTHUECTBEH ChCTAB

AKTHBHA CyGCTANIMS:

Oxacillin sodium monohydrate 104.25 mg/g
{expuBanenTHO Ha 100 mg Oxacillin sodium/g)

ExcuunuednTr:

32 OBJIHUA CHHCHK HA eKCIIUIHEHTHTE, BIK T. 6.1.

3. OAPMAIIEBTHYHA ®OPMA

MHTpaMaMapHa CyCIeH3MA.

4, KJAHWYHHA JAHHH
4.1 Bugope sxuBoTHY, 33 KouTo € npennasnatke’d BMI

KpagH B JaKTaqMOHEH HEPHOH,

4.2 TepaneBTHYHH HOKAIAHAA, ONPEdCAeHH 32 OTIETHHTE BHA0BE KHBOTHH
OXAMAS e npenHazHadeH 3a JIeUeHHE HA KIVMHHYHH MacTHTH OPH KPABH B MaKTAHOHEH NEPHOA,

HIPAYHHEHH 0T CTPENTOKOKOBY U C’Ia(bHJTDKOKOBH MHUKDOOPTAHH3MH, YYBCTBUTCIHN KbM OKCALHIIAH.

4,3 lIpoTuBonokazanusa
Jla He ce U3HOM3BA TIPH CBPBLXYYBCTBHTENHOCT KHM aKTUBHATA CYOCTAHIMSA HIH PE3UCTEHTHOCT KGHM

MEHHLIHITHAA WK Hedanocnopuan (isoxazoly).

4.4 Crennanny HpeIasHu MEPKH 32 BCEKH BHA JKHBOTHH, 33 KoHTO e npegnasnaden BMII
Xencrure xuBoTHE TpaOBa Aa OBLAAT TPETHPAHH NPH HPOABA HA NBPBUTE CHMITOMH Ha MACTHUTH i

BHHATH IO BpeMe Ha MePHOa Ha JIAKTAHE.

4.5 CrenuaNHH NPeaNA3IHH MepPKKH MpH yROTpeda

CrielManfy Ipenrasin MEPKH 38 MUBOTHHTE IPH yIIoTpedaTa Ha NPOAYKTa
Creyi ENHO u3/l0sBAHe, YeTBBPTHHATA TPAORA Aa OnAe M3MHTA ¢ AHTHCENTHYEH DA3TBOP, NpPeiH

NPHIOKEHHETO HA TIPOAYKTA.

Cren OpHIOKEHHE HA NPOAYKTA, MACRKHpAiiTe MIIeYHATA JUIe3a 3a NoAo0psiBaHe pasnpeeeHUeTo

Ha CYCICH3HATA.
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Vyiorpebara Ha MPOAYKTA 3a JIEYeHMe HA MACTHTH, TpAOBa Aa ObAC CBIPOBOJEHA CBC CHOTBETHHTE

XHTHEHHH W CAHMTAPHI MEPKH 3a TIPEIOTRAPTABAHE HA NOBTOPHA HHGMEKIHA.

CHGQHafEHH OpeaazHi MEPKHU 34 JIMLATA, TIPATaramiil BETEPHHAPHOMEANITHMHCKIA NPOAYKT Ha IKUBOTHHTC

Xopa ¢ yCTaHOBEHa CBPBXUYBCTBHTEIHOCT KbM HEHUIMNHHKW TpaOBa fma M30ArBaT KOHTaKT ¢
BETEPHHAPHOMEIMITHHCKHS HPOYKT.

Wamuiire pelieTe cnel padoTa ¢ BPORYKTA,

4.6 HeOnaronpHsTHH peaxiu (4ecToTa H BANKHOCT)

Morar fa ce HaGJTTO,I[aBaT ANCPriyHK KOMXHH PCAKIP B aHa(i)HﬂaKCi/i}l.

4.7 YnoTpeda mo Bpeve Ha GPeMeHHOCT, JAKTALHA HAH sgiiHenocene

Mo:xe na ce npuyiiara 1g BpeMe Ha JIakTaluA.

4.8 BsauMogeficTBUE ¢ HPYIH BeTePHHAPHOMEAHUHHCKH NPOAYKTH H ApYTH Gopmn Ha
B3AHMO/AciicTBHE

Jla me ce npunara 3aeaHo ¢ 0aKTepHOCTATUHHH aHTUOHOTHILH,

4.9 HNo3a i Ha9YHH HA DPHIOKENHE

CycrieHsus 3a HHETPAMaMapHO [IPHITOKEHHE,

[Ipenn npunoxkenne, uagoeTe nodpe, [ouncrere | nesundexnmpatite MneannTe namunu. [locTasere
KAHIONAaTa B KaHaNa Ha MIIEYHATA HANMNA B BRBeeTe cycnenszuaTa. Marmonseaiite efHa CIIpHHAIOBKA

Ha MJICHHA HCTBLPTHHA H TpBTHpaﬁTe BCHYKHTES HCTHPH MIICUHH YCTBBPTHHI.

Tperupaiite 32 3 TOCTENOBATENHH AdH ¢ HATepBan or 24 waca. [lpu ycTOHUMBH HH(QEKIHH,
JAeUeHHETO Moke na Opjie yamipkedo ¢ 1 pgo 2 mEA. OTHOBO, H3MOMA3BAHTE enHa CHPHHIOBKA Ha

MIleYHA YETBBPTHHA H TPETHpaiiTe BCHUIKATE TCTHPH MIICUHU YETBBPTHHA.

4.1 Ipenosupane (CHMITOMI, CHEIHHHN MEPKH, SHTHAOTH), K0 ¢ HE0DX0XHMO
HaunHa Ha NPRIIOKEHHE TTOKA3Ba, Ye NPefo3vpaHe TIPH HHTPAMAMAPHO MPHICKEHHE € TPAKTHYECKH

HEBB3MOAHO. [Fpit posiEa Ha HEONATOAPUIATHH PeaKIiH, IPEKPaTeTe TPETHPAHETO.

4.11 KapenTnn cpoxose
Meco ¥ BETpCOTHA Opraun: 6 JIHIL

Misaxo: 6 nom,
5. GAPMAKOJOTHUYHHA OCOBEHOCTH

(DapmakoTepameBTHYHa IpyTa: bera-naKTamMasa pe3sHCTEHTHH TIEHHIIIHHHE,

Berepunapuomenuipacku Anaromo-1Tepanestades Kon: QJO1CTF04
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5.1 ®apMakoZMHAMHITHH CBOHCTBA:

[pobneMbT ¢ MACTUTHTE OPH KPABWTE OCTARA SAMH OT (pyHaaMeHranHuTe npoldReMu [pd TO3U BUj
KHUBOTHORBACTBO. MacTutare ca HMonMMHKpOOHATHH 3a00/sBaHH, TIPHYHHABAHKH Hal-1ecTo OT
Streptococos agalactice w Stafilococus aureus: Te3n MHKpoOpraHiuzMiu k Hait-eue Staphylococcus
auretts ca CNocoOHN Ja Pa3BHAT CHITHA PE3HCTEHTHOCT KBbM OCHOBHHTE H3[I03B3aHH aHTHOHUOTHIIHTE, B

Hopbara ¢ MactuTHTE.

Owcaupnuner (methylphenyl isoxazolyl penicillin}) npusajyiexn keM rpynata HA CHHTETHYHWTS
OCHHIHAHHK K HC [poABABa YYBCTBHTCIHOCT KbM B-HBKTEMEBHHTB (HGHHU‘HHHH&?&) CH3HMH,
HPOAYLMPAHH OT OCHOBHHTE MUKpoOprann3Mm. [TposaBsasa qo0sp edeKT PR HHAKTHBHpaHe Ha I'paM-
NOJIOMKHUTETHH MHUKPOOPraHiiMH, KaTo CTaq;)HJ'IOKOKH H CTPENTOKOKH. OKCB.U,HHHH'I;T z(ei’icrsa KaTo

6aI(TCpHOCTaTHK qpes3 I"[HXH6HpaHe CHHATE3a Ha GHKTCDPIH.}'[H@.TEI KJIISTBYHA CTCHA,

6. DAPMAILEBTHYHH OCOBEHOCTH
6.1 ChnHebK HA eKCHHITHEHTHTE

Paraffin, white soft

Triglycerides, medium-chain

6.2 HecbBMeCTHMOCTH

)Ia HC CE KOM6HHHpa C TeTPAlHKITHHH.

6.3 Cpox Ha TogHOCT

CpoK Ha TOZHOCT HA KpaifHig BETepPUHAPHOMEAHITMHCKE IPOAYKT: 2 TOLMHA.

6.4. CreurasHn yCIOBHS 3a ChXpaHeHNe Ha NPoAYKTa
Ja ce chxpansBaga npu remneparypa mexxy 18 °C m 25 °C.
Ja ce masH OT CBETIHHA.

Jla ce chxpansBa Ha CyXo MACTO,

lla C€ NAa3H OBPBHYHATE OTIAKOBKA 1IBTHO 3aTBOPCHA,

6.5 Bnaw chCTAR Ha TLPBHYHATE CNAKOBKA
IIppBHYHATA ONAKOBKA € CIPHHIOBKA 0T TIOJIMETHIEH C HHCKA IUTBTHOCT, ChIBpKalla 10 g or
cycrtensnara. Crpuavoekure o1 12 ml ca cbCTAaBEHH OT TP YacTH OT OTIMCAHHA MaTepHal: TANO,

Kanauka 1 Oytano (24 cnpHHIOBKY B KyTHA).
96 CIPHHIIOBKH B KAIIOH,

6.6 CIIeuHaJIHH MEPKH 33 YHHI(:KABAHE HA HCH3IIOJEBAH NPOAYKT HJIH 0CTATHHH 0T HEro

Beexn HenznoszpaH BETCPHHAPHOMCOMIWHCKE HPOIYKT HAH OCTaTBROM OT HErGC, TpﬂﬁBa pa osuar
YHHINOXKCHH, B ¢BOTBCTCTBHC ¢ H3UCKBAHENTA HA MECTHOTO 3aKOHOOATEIICTRO.
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7. HPHTENXATEJA HA JHOEH3A 3A ¥IIOTPEBA

Kepro B.V. Tel: + 31 (0) 570 66 29 00
Maagdenburgstraat 17 Fax:+31(0) 570 66 29 09
7421 ZA Deventer e-mail: info{@kepro.nl

the Netherlands

8. HOMEP HA JTHUIIEH3 A 3A YIIOTPEBA
0022-1709

9, AATA HA TBPBOTO U3TABAHE/IMMOAHOBABAHE HA JIMIEH3A 3A
YIIOTPEBA

10.02.2012
29.12.2016

10. JATATA HA HOCIHEAHATA PEMAKIHAA HA TEKCTA
05/12/2016

3ABPAHA 3A ITPOJIAJKEA, CHABJSIBAHE W/ YIHOTPEBA

He e npunomumo.
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