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L llpenaparu 3a flerunQerqrrs Ha noBbpxHocrn:
Ilpenapatare Aa ca c IxHpoK cneKTbp Ha gefic'raue; ,(a ur'rar ry6epxylordr4AeH rr Bupycyrlugen e$ex.r;
Aa ca csBMecraMl c pa3rHtIHI4Te Marepaiurr4, or KoHTo ca HanpaBeHH noBbpxHocTlrTe; Aa ca c HHCbK
LIJIH JrHnCBarrI EurepfeHeH [oTeHrIHaJr.
flpenapatnte Aa ca c rou6usplpaHo MHeuIo u 4esuuQexqupaqo Aeftc.rsge ailLexv1vr c
'ry6epxonour4AHo n c[opoqnAHo 4eftcralre, AoKa3aHo npu noBbpxHocrr4
flpenaparu c rcon6uunpaHo MHerrIo u 4esuH0exr.lupaqo Aeftcreue - c aKTr4BeH xnop
fiaca c uupoK crerobp ua 4eficrene
la He yBpexAar MarepLraJIHTe, or Kolzro ca HarpaBeHpr xupyprprqHr.rre HHcrpyMeHTr{ u
'repuora6uJrHr.rre Marepuanlr.

2. flpenaparu 3a fleauuQercqrrs 3a MeA. HHcrpyMeHTapHyM :

Aa cbqeraBar rror{ HcrBarrlo r4 AesuH$ercqproHHo gefi c'raue
- Ia ca c IIIHpoK creKTbp ua Aeficrarae: 6amepurluAHo /exn. ry6epKynorlHAHo/, Syuruqr{AHo,
BrapycHeyrpanr,r3rrpaqo /FIIV, HBV, HCV/ 4efi crnne, cnopHquAHo Aefi crsue
- Aa cbAbpxar usxu5uropu Ha Kopo3lrrra
- AA He yBpexAaT MaTepHaJIHTe, OT KOLTTO Ca HanpaBeHH xHpypfHrtHHTe hHcTpyMeHTH t4

repuora6nJrH HTe Marepr,ranpr
- Aa ca xunoaneplutlHl,I
- la ca c KpaTKa eKcno3arlHt
- Aa He ce r,rHaKTr,rBHpaT oT opfaHr4qHa MaTepr{g

flpeuapatr.rre Aa cbqeraBar rtorll4crBalqo u 4esun(peKquoHHo geftcrnue, Aa ca floAxoArrrlpr 3a [peA
cTepr.{Jr[saqr.roHHa [oAfoToBKa v Aa He cbAbpxaT anAexr.rAr,r H alrKoxoJrH
Ilpenapata 3a BI,IcoKocre[eHHa AesuuQexqHf, * qygglla xHMHr{Ha crepuru3aqu, Ha ocHoBa arcrnBeH KucnopoA
/crc cnopoqnAHo Aeficrsue/

3. Ilpenaparn 3a .{esuuQercrlur 3a repnao.na6nJr Hrr MarepuaJr rr :

- Aa ca c uupoK cneKTbp Ha ,qefiffsue: 6arrepurrrdAHo /nxn. ry6epKynorruAHo/, $yuruquAHo,
BnpycHeyrpann3upalqo /FIIV, HBV, HCV/ gefi croue, cnopuqu.(Ho gefi creue
- Aa cb,qbpxar usxuiutopa Ha Kopo3u.rrra

- Aa He yBpexAaT MaTepHaJrHTe, oT KoHTo e KoHcrpyHpaHa anapaTypaTa
- Aa ca c KparKa eKcno3HuHt
- AACA xr.uoanepruqHH
- Aa He ce HHaKrHBHpar or opraHr4qHa MarepH,

llpenaparnre Aa ca Ha ocHoBa anAexr.rArd /rnyrapar4exu1/ c xoru6uuupaHo Mr4eulo u 4eutrQeKrlr{pauo
Aeficrsue c ry6epronorluAHo rr c[opor{HAHo Aeficreue , AoKa3aHo 3a r,rHcrpyMeHTr.r

flpenapatnre Aa ca 3a Br.rcoKocreleHHa gesuHipexqnf, - ocHoBa aKrHBeH KncnopoA .

4. flpeuaparu 3a gerunQercqur Ha pr,ue H Koxa.



llpeuaparure Aa ca 3a xnpyprurlHa xrtrrzeHna gesnnQeKr{rrfl Ha pbr{e H Koxa Ha aJrKoxoJIHa ocHoBa.

5. flpeuaparn 3a geenuQerqlrs Ha caHnTapHlr Bb3JrH:
Ilpenaparrare Aa ca sa 4e:uuQeKuufl Ha caHnrapHn Bb3JrH c xJropHa ocHoBa.

I{euure Ha rrpenaparuTe Aa 6rAar ea I lu'rcp pa6oreH pa3TBop.

,[a ce npeAcraBqr cJreAHHTe .(oKyMeHTH:
o Pagpeueuufl.3a nycKaHe Ha fla3apa Ha 6uor{lrAuu npe[aparn.
o VxagaHus sa ynorpeda /onucauusl Ha 4esuHQerraHTr.rre Ha 6urapcru e3HK kt

rEn$opruauaoHeH Jrr,rcr no 6esonacHocrra.
o 3a npenaparn peracrpr.rpaHn ro 3MH aa ce npeAocraBrr:

ceprra$rarau4, v3I(aIleHH or aKpeAlrrllpaqu HHcrHTyrIr4t4 Hilu areHr{r.rH 3a ynpaBneHr.re Ha
KaqecrBoro, )AocroBepflBaulu cboTBercTBl{ero Ha cToKHTe CbC C6OTBeTHHTe
cnequQlrxaqnu vilvt craH.qapru - ISO; cepruQuxar sa cT,orBsrcrBr,re c [upercraaa
93142/EEC u ,{exlapaullfl 3a cborBercrBr.re or npor.r3BoA}rrenr; panperueHue 3a rtproBu.rr
Ha e.(po c MeAurIaHcKH H3AeJrHr.

o 3a 6noquAul.t npenaparH - cburacHo Pasperuenue 3a nycxaHe Ha fla3apa sa 6uoquAurE
rpoAyrcTr{.

o ocTaTbqeH nepvoA 3a noJr3BaHe He flo-Mar[to ot 80 Yo w larara Ha AocraBKa.
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