JAUPEKTHBA 2004/33/EO HA KOMUCUSATA
ot 22 mapt 2004 roguna

3a npujarade Ha {lupextusa 2002/98/EO na EBponeiickusi nap;iaMenT u Ha CbBera
OTHOCHO HSIKOM TeXHHYeCKHU U3MCKBAHNS 32 KPbBTA M KPbBHHUTE CbCTABKH

(Texct ot 3HaueHue 3a EUII)
KOMUCHUATA HA EBPOITEMCKUTE OBILITHOCTH,
Karo B3e nmpensun JloroBopa 3a ch3gaBane Ha EBporelickara oOIIHOCT,

kato B3e mpensun dupextua 2002/98/EO na EBpomeiickust mapiameHT U Ha ChBera oT 27
sayapu 2003 1. 3a ompeseNsHe Ha CTaHIapTH 3a Ka4eCTBO M CHTYPHOCT 3a ChOHMpaHe, KOHTPOII,
npepaboTBaHe, ChbXpaHSBAaHE W paslpe/eisHE Ha 4YOBEUIKa KPbB M KPBbBHH CHCTAaBKH U 3a
m3menenne Ha Jupexrnsa 2001/83/EO (1), u mo-crermanto wien 29, Bropu maparpad, 6yKBu ot
0) 110 5X) OT Hel,

KaTo nMa 1npeaBui, 4uc:

1) HupexktuBa 2002/98/EOQ ycraHOBsSBa CTaHOapTH 3a KadecTBO U CUTYPHOCT TpHU
ChOMpaHETO W KOHTPOJIA HAa YOBEIIKA KPHB W KPHBHH CHCTABKH, HE3aBUCUMO OT TIXHOTO
MpeHa3HauYeHue, U 3a TAXHOTO ImpepaboTBaHe, ChXpaHsIBaHE U pas3mpeelisiHe ¢ e IperuBaHe,
TaKa 4e Jla Ce OCUT'YpHU BUCOKO HMBO Ha 3alIMTa HA YOBEIIKOTO 3/pPaBe.

) 3a na ce mpenoTBpaTH IPEHACSHETO Ha OOJECTH MO KPBBEH IBT WM 4Ype3 KPbBHU
CbCTaBKM M 3a J1a C€ OCUI'ypU EKBHMBAJEHTHO HHMBO Ha KadeCTBO U CHUTYpHOCT, [lupekTuBa
2002/98/EO mpu3oBaBa 3a U3pabOTBAHETO HA CIEUU(UIHN TEXHUUECKH U3UCKBaHMUS.

3) HacrosmaTta nupextuBa onpezens Te3u TEXHUUECKU U3UCKBAaHUS, KOUTO B3eMaT IPEIBU]
[Ipenopbka 98/463/EO na CwBeta oT 29 toHu 1998 1. OTHOCHO CHOTBETCTBHETO Ha KPHBTAa U
rJIa3Mara Ha JOHOPHUTE W MpOBEpKaTa Ha JapeHaTa KpbB B EBpomeiickara oOmHOCT (2), HSIKOU
npenopbk Ha ChbBera Ha EBpoma, craHoBumiero Ha HaydHust KOMUTET 3a JIEKapCTBEHH
MPOAYKTH U MEIMUIMHCKU U3Jenus, MoHorpaduute Ha EBponeiickarta hapmakomnes, 0cOOEHO MO
OTHOLIEHUE Ha KPbBTa U KPBBHUTE CHCTAaBKH KAaTO HayaJleH MaTepHasl 3a MPOU3BOJACTBOTO Ha
MaTEHTOBAHU JIEKAPCTBEHU MPOAYKTHU, U Npenopbkure Ha CBETOBHATAa 3[paBHA OpTraHU3alMs
(C30), KaKTo ¥ MEXIyHAapOAHUS ONHUT B Ta3U 00JIACT.

4) KppBTa M KpBBHUTE CBCTAaBKH, BHECEHM OT TPETH CTpPaHH, B TOBA YHCJIO OHE3H,
U3IOJI3BAHM KAaTO HAyaJeH/CypoB MaTepual 3a IPOU3BOACTBO HAa MEAMLMHCKU W3JENus,
MIPOM3IIM3AIIM OT YOBEIIKa KPbB M YOBELIKA I1a3Ma, TpsiOBa Ja OTroBapsT Ha M3UCKBaHMATA 3a
KauyeCTBO U CUT'YPHOCT, OIIPECIIEHH B HACTOSAIIATa JUPEKTUBA.

(5) [To oTHOmIEHWE Ha KpPBBTa U KPBBHUTE CHCTABKH, ChOpaHW C €IMHCTBEHATA 1€ 3a U
M3KJTIOYUTETHATAa YynoTpeba B aBTOJIOTMYHO TpeluBaHe, TpAOBa /1a ce ONMpeAemsT CrernupuIH

1 OB L 33, 8.2.2003 ., c1p. 30.
20B L 203, 21.7.1998 r., ctp. 14.
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TEXHUYECKH M3UCKBAaHUS, B CHOTBETCTBUE ¢ wieH 2, maparpad 2 ot Hupextuna 2002/98/EO.
TakuBa napenus TpsOBa OBIAT SCHO MACHTU(HIMPAHH U Aa CE IBbPKAT OTACITHO OT APYIUTE
JapeHws, 3a 1a € SICHO, Y€ Te HAMA J1a ObJaT U3MOA3BaHU 32 IIPETUBAHMS Ha IPYTH MAIIMECHTH.

(6)  HeoOxomumo e na ce nagaT o0y AeUHULNY 32 TEXHHYECKaTa TEPMUHOJIOTHS, 32 Jia ce
OCUTYpHU HETIPOTUBOpEUMBO M3mbiaHeHne Ha Jupextusa 2002/98/EO.

(7)  Mepkure, IpeIBUICHU B HACTOSIIATA JUPEKTUBA, CA B CHOTBETCTBHUE ChC CTAHOBHIIETO
Ha KoMuTeTa, yupenaeH ¢ Jupexrusa 2002/98/EO.

[TPUE HACTOSIIATA JUPEKTUBA:
Ynen 1
Onpenesienne
3a menuTe Ha HACTOSIIIATa JUPEKTUBA CE U3MOI3BAT ONPEIACICHHTA, 1aICH! B IpHIIOKeHHe 1.
Ynen 2
Pasnopenda 3a nungopmanms 3a Obaeiu JOHOPH

JIbpKaBUTE-WICHKA TapaHTUpaT, Y€ IIEHTPOBETE 3a KPBHBOIPEIMBAHE IIE MPEJOCTABAT HaA
OBbJICIINTE JJOHOPU HA KPHB U KPHBHHU CHCTAaBKU MHPOpPMAIUATA, ONpeesieHa B pmiokenue 11,
qacT A.

Ynen 3
Nudopmanus, H3MCKBaHA OT JOHOPHUTE

JIbpKaBUTE-YICHKHA FapaHTUPAT, Y€ IIPU ChIJIACHE 3a JKEJIAaHWE 3a 3all0YBaHE HA JApEHHETO Ha
KpbB M KPBBHH CBCTaBKM JOHOPUTE II€ MPEAOCTaBAT Ha LEHTbpPa 3a KPbBOIPEIUBAHE
nH(popmanuara, onpeneieHa B npuioxenue I, gacr b.

Ynen 4
HN30upaemocT HA JOHOpUTE

IlenTpoBeTe 3a KPBBONpPEIMBAHE TapaHTUPAT, Y€ JOHOPUTE HA KPbB U KPBBHU CHCTABKU
ChOTBETCTBAT HA M3MCKBAaHUsATA 32 U30MpaHe Ha IOHOP, NaJeHU B npuiioxkenue I11.

Ynen 5
YcioBus 3a cbXpaHeHne, TPAHCHOPT U pa3npeaesisiie HA KPbB U KPbBHU ChCTABKH

HeHTpOBCTC 3a KPBBOIIPCIMBAHEC TapaHTUPAT, Y€ YCJIOBUATA 3a CBbXPAHCHHUC, TPAHCIIOPT U
pasnpeacIsIHE Ha KPbB U KPEBHH CHCTABKHW CbOTBETCTBAT HA U3UCKBAHHUATA HA ITPUITOKCHUC IV.

Ynen 6
HN3uckBaHus 3a KAa4eCTBO U 0€30MACHOCT HA KPbB U KPbBHU ChCTABKH
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HGHTpOBeTe 34 KPBbBOIPCIUBAHC T'apaHTUPAT, Y€ NU3UCKBAHHATA 34 KAYCCTBO U 0e30IMacHOCT Ha
KPpBBTAa U KPBbBHUTEC ChbCTABKU CHOTBETCTBAT HA U3MCKBAHUATA HA IIPHUIIOKCHUC V.

Ynen 7
ABTOJIOTUYHHM J1apPeHUA

LentpoBeTe 3a KpHBONPEIMBAHE TapaHTUpAT, Y€ aBTOJOTUYHUTE JApPEHUsI CHOTBETCTBAT HA
n3uckBaHuATa, nmocoyeHu B JlupektuBa 2002/98/EO, m Ha cnenuduyHUTE W3UCKBAHMS Ha
HacrosaTa JUpEeKTHBA.

Ynen 8
IloTBBpIKIaBaHE

JIbpikaBUTE-WIEHKH TapaHTUpPAT MOTBBPXKJABAHETO HA TECTOBETE U MPOLIECUTE, NOCOYEHH B
npuinoxenus ot II jo V.

Ynen 9
Tpancnoprupane

1. be3 na ce 3acsra unen 7 ot Jupektuna 2002/98/EO, nbprkaBuUTE-4ICHKH BBBEXKIAT B CHIIA
3aKOHOBUTE, IIOJ3aKOHOBHTE M AIMUHUCTPATUBHUTE pasnopendn, HeoOXoIuMH, 3a Ja ce
ChOOpa3sAT ¢ HaAcTofAIlaTa TUPEKTHBA, HE MO-KbCHO oT 8 deBpyapu 2005 r. Te cpobmiaBar
He3abaBHO Ha KomucusTa TeKcTa Ha Te3H pa3nope 0o 1 TadIuIara 3a CbOTBETCTBUE MEKITY TIX
Y HacTosIaTa TUPEKTHBA.

Koraro nbpxkaBuTe-uleHKH MpHeMaT Te3W pa3nopeadu, B TIX C€ ChAbpKa I030BaBaHE HaA
HacTosIaTa AUPEKTHUBA WIK TO C€ U3BBPIIBA MPU OUIMATHOTO UM MyOauKyBaHe. [Ibp)kaBuTe-
YJICHKU OIPEJEIIAT Kak 1a Ob/ie HalpaBeHO TOBA 1030BaBaHe.

2. I[’bp)KaBI/ITe'LIJ'ICHKI/I CT)O6H_IaBaT Ha Kowmmucusata TekcTa Ha OCHOBHHUTE pa3n0peﬂ61/1 oT
HAallMOHAJITHOTO 3aKOHOAATCJICTBO, KOHUTO TC IIpUeMaT B O6J'IaCTTa, ype€acHa C HacCToslara
AUPCKTHBA.

Ynen 10
Bauzane B cuia

Hacrosmata aupexTrBa Bin3a B CUjia HA JBAJACCETUS JICH CIe/ MyOJINKYBaHETO MB Oguyuanen
eecmuuk Ha Eeponetickus cvios.

Ynen 11
Anpecatu
AJlpecaT Ha HaCTOAIIATA JUPEKTUBA Ca IbpPKaBUTE-UJICHKH.

CncraBeno B bprokcen Ha 22 mapt 2004 roauHa.
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3a Komucuama
David BYRNE
Ynen na Komucuama
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1IPHJIO’KEHUE 1
OIIPEAEJIEHU A

(mocouenu B wiieH 1)

1. ,»ABTOJIOTUYHO JapeHHue” O3HayaBa KPbB WJIM KPbBHU ChCTaBKH, ChOpaHa/W OT AaJieH
WHJIMBU]I U TUIAHUPAHU €AMHCTBEHO 3a CJIEJBAII0 aBTOJOTUYHO MpEIUBaHE WIH Ipyra XyMaHHa
ynotpeba, mpeJHa3HaYeHa/u 3a ChIIUS UHIUBU]L.

2. ,»AJIOTEHHO JapeHue” 03HauaBa KPbB WM KPbBHHU ChCTaBKH, ChOPaHU OT JAJCH HH]IUBU]]
WY TpeTHA3HAYCHH 3a MpeJIMBaHe Ha APYT WHIWBHI, 33 W3MOJ3BaHE B MEIUIIMHCKUTE YPEIH
WJIM KaTO HaYaJeH MaTepHall/CypoB MaTepuall 3a MPOU3BOJICTBO HA MEIUIIMHCKHU U3/ICIIHUS.

3. ,,HOTB’Bp}KI[aBaHC” O3Ha4daBa Cb3/1aBaHE Ha JOKYMCHTHUPAHO n 0OEKTHUBHO
A0Ka3aTeJICTBO, Y€ KOHKPCTHUTC HM3HMCKBAHUSA 3a cneumbana IIaHUpPaHa y1'[OTp€6a Mmorart ga
6’[>,I[aT IIOCJIICAOBATCIHO U3IIBJIHCHU.

4, ,»Lls71a KphB” 03HaYaBa €JHO KPHBHO JIapEHUE.

5. ,,KpI/IOC’LXpaHCHI/Ie” O3Ha4aBa YAbJDKABAHC Ha IICPUOJa HA CBXPAHCHHUC HA KPBbBHU
CbCTAaBKH 4YPE3 3aMpa3siBaHC.

6. ,,HnasMa” O3Ha4aBa T€YHA 4YacCT OT KPBbBTA, B KOATO KIJIICTKUTEC Ca B CYCIICHCHUA. IInazmara
MOXKE 1a 6’I)I[e OTACJICHA OT KJICThYHATA YaCT Ha [IAJIOCTHATA KPbBHA KOJICKIHA 3a TCPAIICBTHYHA
yHOTpe6a KaToO IIpsACHO 3aMpa3€Ha IUlasMa HWJIM 3a I10-HaTaTbIIHO Hpepa60TBaHe KbM
KpuonpeuunuTar M I1iadmMa C HaMaJICHO CbABPKAHUC Ha KPHUOIIPCHUIIMTAT. Ts moxe Ja Cc¢€
H310JI3Ba 34 MCAUTTUHCKU U3ACIINUSA, TIPOU3JIC3JIM OT YOBCIIKA KPBHB M YOBCIIKA IJIa3Ma HUJIN Ja CC
H310JI3Ba IpHU INPUTOTBAHETO HA Tp0M6OIII/ITHI/I KOHIOCHTPATH HUJIN TpOM6OHI/ITHI/I KOHICHTPATH C
HaMaJICHO CbABbpP7KaHNEC HA JICBKOLIHUTH. Moxe Ja 6’5,[[6 H3T0JI3BaHA U 3a IOBTOpHA CYCIICHCHUA Ha
YCPBCHU KJICTKH, TIOATOTOBKA HAa 00OMEHHO MPECIMBAHE WX IICPUHATAITHO IPCIIMBAHC.

7. ,»KproyTaiika” 03HayaBa IJIJa3MEH KOMIIOHEHT, IPUTOTBEH OT IJIa3Ma, MPSICHO 3aMpa3eHa,
ype3 3aMpa3UTEIIHO-PA3MPA3UTEIIHO yTAsIBAHE HA MPOTEUMHU U JION'BIHUTEIHA KOHIIEHTpauus 1
MOBTOPHA CyCHIeHCHsI (PECYCIIEHCH) Ha yTaeHUTE MPOTEHHU B MATbK 00eM Ha Iia3mara.

8. ,JI3MUBaHe” O3Ha4YaBa MpOIlEC HA NMpEeMaxBaHEe Ha IJIa3Ma WIM HaTpymaHa cpeia oOT
KJIEThYHUTE MPOJYKTH 4pe3 LeHTpodyra, MperuBaHe Ha HalyTaeyHaTa TEYHOCT OT KJIETKUTE U
JIOIbJIBaHE HAa M30TOMHA (PIynWaHA CYCIEHCHS, KOSTO Ha CBOW pel € TeHEpalHO OTCTpaHeHa M
IIPEMECTEHa, cie/lBallki MO-HaTaThIIHOTO LeHTpodyrupane. LlenTpodyrupanero, npeauBaHEeTo
Y TIPOIIECHT HA MPEMECTBAHE MOTAT JIa C€ TIOBTOPST HIKOJKO MBTH.

9. ,,qepBeHI/I KJICTKH~ O3HadaBa YCPBCHUTC KIICTKU OT CJHO 10 KPBbBOAAPCHUC C
OTCTPAHCH T'OJIAM O] OT Ij1Ia3MaTta OT JapC€HHUETO.

10.  ,UepBeHM KJETKHM C OTCTPAHEH CIOW ChCHUpEHA KPbB~ O3HAyaBa YEPBEHUTE KJETKH OT
€/IHO LIAJI0 KPbBOAAPEHHUE C OTCTPAHEH T'OJISIM JsUT OT IuIa3MaTa OT JapeHueTo. CbCUPEHUST ClIon
KPBB, ChJIbpPKAIIl TOJISIM /171 Ha TPOMOOILIMTH U JIEBKOLIUTH B JJapeHaTa eIMHUIIa, € OTCTPaHEH.
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11. ,»UEpBEHN KJIETKH, HaMaJeHH JIEBKOLUTH O3HA4aBa YEPBEHUTE KIETKH OT €IHO ISUI0
KPbBOJApEHHE C OTCTPAHEH TOJsAM [l IIa3Ma OT JapeHUeTo, OT KOSTO ca OTCTPaHEHH
JIEBKOLIUTUTE.

12. ,»UepBEeHH KIJIETKU B JOIBIHUTENEH Pa3TBOp” O3HAYaBa YEPBEHUTE KIETKU OT €JHO IS0
KPBbBOJApEHHE C OTCTpaHeH TrojsM [T [miasmMa oT  jgapeHuero. JloGaBs  ce
XpaHUTEJIeH/KOHCEPBUPALL] pa3TBOP.

13. ,»JlOITBIIHUTENICH Pa3TBOP” O3HAYaBa Pa3TBOpP, CHEHMUATHO (QOpPMYIHpaH Ja MOAIbpIKA
MOJIC3HUTE CBOWCTBA HA KJICTHYHUTE CHCTABKH 110 BPEME Ha ChXPAaHCHHETO.

14. ,»JEpBEHU KJIETKH C OTCTPAHEH CJION ChbCUpPEHA KPBB B JIOI'BJIHUTENIEH Pa3TBOpP” O3HayaBa
YEpBEHU KJIETKU OT €JHO LISUI0 KPBbBHO JAPEHHUE C OTCTPAHEH TOJISIM U1 IJ1a3Ma OT TapeHUETo.
Crost cbecupeHa KpbB, ChbpiKalll FOJIIM JI71 TPOMOOLIUTY U JIEBKOLUTH B JJapeHaTa €AMHMILIA, €
otcTpaneH. Jlo0aBs ce XpaHUTEIeH/KOHCEPBUPALL Pa3TBOP.

15. ,,CJI0l1 chcrpeHa KpbB~ 03Ha4aBa KPbBEH KOMIIOHEHT, IPUTOTBEH Upe3 LeHTpodyrupaHe
Ha eIMHMILIA OT 1is1aTa KPbB, KOUTO ChbpiKa 3HAUUTEJIECH JIsJ1 ICBKOLIUTH U TPOMOOLIUTH.

16. »UEepBEHN KIJETKH, HaMaJeHU JIEBKOLUTHU, B JONBJIHUTEIECH pa3TBOpP~ O3HAUYaBa
YEpBEHUTE KJICTKH OT €IHO III0 KPBBOJAPCHHE C OTCTPAHCH TrOJIAM I Ha Ijla3Ma oT
JapEeHUETO, OT KOSTO Ca OTCTPaHCHH JieBKonuTUTe. [[00aBs ce XpaHHUTEICH/KOHCEPBUPAIL
pasTBop.

17. ,depBeHn KiIeTKH, adepesnc” oO3HAYaBa YECPBEHUTE KICTKH OT JapeHara adepe3uc
YyepBeHa KJIeTKa.

18. »Adepe3nc” o3HauaBa METOJ Ha MOJyYaBaHE HA €IUH WJIM MOBEYE KPHBHU KOMITOHEHTA
Yype3 MalllMHHA 00paboTKa Ha Isj1a KPbB, B KOSITO OCTATHYHHUIT KOMIIOHEHT Ha KPbBTa € BhPHAT
Ha JIOHOpa TI0 BpeMe Ha WM CJIe/T Kpas Ha mporieca.

19. ,» | poMOoLnTH, adepe3nc” 03HayaBa KOHIIEHTPHpaHa CyClIeHCHUs Ha KPbBHU TPOMOOLIUTH,
HOJTy4eHH 4pe3 adepesnuc, OT KOUTO ca OTCTPAHEHH JIEBKOIIUTHUTE.

20.  ,, TpombGomutu, adepesrc, HaMaleHU JIEBKOLMTH O3HauaBa KOHILEHTPUpaHa CYCIEHCHS
Ha KPbBHU TPOMOOILIMTH, TIOTYyYEHH Upe3 apepe3rc, OT KOUTO ca OTCTPAHEHH JIEBKOLUTHUTE.

21.  ,TpomOouuTH, BB3CTAaHOBEHH, CHOpaHM’ O3HauaBa KOHIEHTpHpaHa CYCIEHCUs Ha
KPBbBHU TPOMOOIIMTH, MOJIY4YEHH upe3 oOpaboTBaHE Ha Isija KpbBHA €MHHUIA U ChbOMpaHE Ha
TPOMOOIIMTUTE OT EIMHUIIUTE IO BPEME Ha UJIH CJIe]] OTACISHETO.

22. ,» | pOMOOLIUTH,  BB3CTAHOBEHHU, CBHOpPaHM, HAMaJEHW  JIEBKOIMTH  O3HayaBa
KOHIIGHTpPHUpaHa CYCIEHCHUS Ha KPbBHH TPOMOOIMTH, MOJy4YeHH upe3 oOpaboTBaHe Ha Iisia
KPbBHA €IMHHIA M CHOMpaHe Ha TPOMOOIWUTHUTE OT EIUHHWIUTE IO BpeMe Ha WU CIIeH
OTJENISTHETO, OT KOUTO Ca OTCTPAHEHH JICBKOLIUTHUTE.

23. » | pOMOOIIUTH, BH3CTAHOBEHH, OTJIEIHA €UHUIA” O3HauYaBa KOHLIEHTpHUpaHa CYCIEHCHS
Ha KPBBHU TPOMOOIIUTH, TIOTY4YEHH NPU 00paboTBaHEe Ha OTJIEJIHA eIMHHIIA OT Is1aTa KPbB.
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24. ,» | pOMOOIIUTH, BB3CTAHOBEHU, OTACIHA CIWHUIA, HAMaJCHH JIEBKOIUTH  O3Ha4yaBa
KOHIICHTpHpaHa CYCIICHCHUS Ha KPBbBHU TPOMOOIIUTH, TTOTYYCHH TIpH 00paboTKa Ha OTIEHA Is1a
€MHUIA KPBB, OT KOSITO Ca OTJICJICHU JICBKOLIUTHUTE.

25.  ,Ilna3ma, mpsicHO 3aMpa3eHa” O3HayaBa CyNEpPHATAHTHA IIa3Ma, OTIEJICHA OT IisiaTa
JapeHa KpbB WIH IU1a3Ma, chOpaHna ot adepesuc, 3aMmpas3eHa U ChbXpaHeHa.

26. »llmasmMa ¢ HamaneHo ChABPKAHKWE Ha KPUONPEIUNHUTAT 3a MpeiuBaHe” O3HayaBa
IUIa3MEH KOMIIOHEHT, MOATOTBEH OT €IUHMIA IIJa3Ma, HpscHO 3ampaseHa. CbCTOM ce€ OT
ocTaTh4Ha YacT, Clie]] KaTo 0b/ie OTCTPaHEeH KPUOMPELUITUTATHT.

27. I paHylouuTH, adepe3nc”’ O3HAYaBa KOHIICHTPUPAHA CYCIICHCHUS OT TPaHYJIOIUTH,
MoJIydeHu upe3 adepesuc.

28. ,,CTaTUCTUUECKU KOHTPOJ Ha Ipoleca’ O3HayaBa METOJ| Ha KaueCTBEH KOHTPOJ Ha
IPOAYKT MM IpOIeC, KOWTO pa3yuTa Ha CHCTEMa OT aHAJIM3 Ha JAOCTaThueH pa3Mmep npobda, 6e3
Jia € He00X0IMMO BCEKH ITBT Ja C€ U3MEepBa MPOAYKTHT UJIU MPOLECHT.
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ITPUJIOKEHUE 11
N3UCKBAHUSA 3A UHOOPMALIUSA
(mocoueHu B uIeHOBE 2 U 3)
YACT A
HNudpopmanus, KoSITO 1a ce NPeA0CTABH HA JOHOPUTE HA KPbB U KPbBHHU ChCTABKHU

1. Slcan oOpas3oBaTeTHU MaTepuaiy, KOUTO Ja ca pa3dupaeMu 3a MacOBOTO OOIIECTBO, 3a
OCHOBHATa MPUPOJA HA KPHBTA, 3a IPOLEAypaTa Ha KPbBOAAPABAHE, 34 ChbCTABKUTE, U3BJICUYCHU
OT 1sJIaTa KPbB U adepe3nc JapeHus, 1 BaXKHUTE MOJI3U 32 MalUeHTa.

2. 3a ABaTa BUAa JapCHHA — aJIOTCHHHU U aBTOJIOTUYHU — U3UCKBAHUATA 3a IMMPETJIC, 3paBHa
U MCIUIIMHCKA UCTOPHUA, TCCTBAHC HA JAPCHUATA U 3HAYCHHUCTO Ha ,,HH(bOpMI/IpaHOTO ceritacue’”.

3a ajoreHHu JapeHusd, CaMOoOTIarane 1 BpCMCHHO WJIM IMOCTOAHHO OTXBBPJIAHC — U IPUUUNHUTE
34110 Junara HE OouBa Jda JapsaBaT KPbB UWIHM KPbBHU CbCTABKH, dKO € HAJIMUIC Bb3MOXKCH PUCK 3a
PCLOUIIUCHTHUTE.

3a aBTOJOTMYHHU JIapEHHS, Bb3MOXKHOCTTA 32 OTXBBPJSHE U MPHUUMHUTE 3all0 MpolleaypaTa Ha
JIapeHre He O ce OCBINECTBHIIA MPH HAJMYKE HA 3/IpaBeH PUCK 3a JIMIIETO, OWJIO TO JOHOP WIH
PELUINEHT Ha aBTOJOTUYHA KPhB WIH KPHBHU ChCTABKH.

3. Wudopmanus 3a 3ammra Ha JHYHUTE JaHHUA: HE MOXKE Ja WMa HEOTOPU3HUPAHO
pa3KpuBaHe Ha MISCHTUYHOCTTA HA JIOHOpPA, Ha MHQOpMAIMs, 3acsraia 3ApaBeTo Ha JOHOpa U
pe3yaTaTuTe OT N3BBPIICHUTE TECTOBE.

4, HpI/IqI/IHI/ITe, nopaavm KOWUTO JIMLATa HE MpaBAT AAapC€HUEC, KOraro TC MoOrar na 6’5,[[8.T
BpPCIHU 3a TAXHOTO 3JIpaBE.

S. Crnenuduuna mHpopManus 3a XapakTepa Ha MPOLEAYpUTE, BKIOYEHH B Ipoleca Ha
QJIOT€HHU W aBTOJIOTUYHU JApEHUSl U CBbP3AHUTE C TSIX OTHOCUTEIHH PUCKOBE. 3@ aBTOJIOTMYHU
JapeHHsi — BH3MOYKHOCTTa aBTOJOTMYHATa KPbB M KPBBHUTE CHCTaBKU Jla HE OTrOBapsAT Ha
W3HCKBAHUATA 32 IPEJCTOSILIOTO PEJINBAHE.

6. I/IH(I)OpMaL[I/IH 34 BB3MOXHOCTTAa AOHOPUTEC Ha IMPOMCHAT CTAHOBHULICTO CHU IIPEAN I10-
HATaTbIIHOTO MPOAbJIZKaBaHC Ha IMMPoIecca NI Bb3MOXHOCTTA 3a OTKa3 WM OTTCIIIAHE 110 BCAKO
BpPEMC Ha JapUTCIICKU: ITPOIEC, 0e3 HIKAKBO MMPEKOMCPHO CMYUICHUC NN I[I/ICKOM(I)OpT.

7. [IpuumHUTE, TOpamM KOUTO € BAXKHO JOHOPHUTE JAa WH(OpMHUpAT IEHTPOBETE 3a
KPBBOTpPEIMBAHE 3a MOCIEIBAI0 CHOUTHE, KOETO MOKE Jla HAlpaBH KOETO W J1a € MPEIXOIHO
JapeHue HeMOoXOIIO 3a MpeIrBaHe.

8. I/IH(bOpMaL[I/Iﬂ 3a OTTOBOPHOCTTA HAa NCHTHPA 3a KPBbBOIIPCIIMBAHC 1a I/IH(I)OpMI/Ipa AOHOpPAa
gpe3 MoAXOJAIl MEXaHU3BbM, aKO PE3YIITATUTE OT TECTA IMOKA3BAT HAKAKBAa aHOMAJIMA, BaKHa 3a
3ApaBCTO Ha AOHOpA.
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9. Nudopmanus 3amo HEW3MOI3BaHATA aBTOJIOTMYHA KPBB M KPHBHU CHCTABKH IIe OBJIAT
M3XBBPJICHU U HAMA JIa CE MPEJIMBAT Ha JIPYT MAIMCHT.

10. WNudopmanus, ye pe3yaraTuTe OT TecTa, OTKPHI MoKa3arenu 3a Bupycu kato HIV, HBV,
HCV unu npyr cboTBETEH KpbBEH, MOJUIEXkKAIll HA MPEINBAaHE MUKPOOUOJIOTHYEH areHT, BOAST
710 OTXBBPJISIHE Ha JIOHOpA U YHMILO)KaBaHE HA CbOpaHUs MaTepHall.

11. WNudopmaniusg, ye JoHOpUTE MOTaT J1a 3aJ1aBaT BHIIPOCH I10 BCIKO BpEME.
YACT b

HNudopmanusi, KOSITO 1a ce MOJTy4aBa OT JOHOPHUTE Ype3 IEHTPOBeTe 32 KPbBONPeEINBaHe
MPH BCAKO JapeHne

1. Hoenmughuxayus na oonopa

EnuHCTBEHO MUYHH JaHHH U 0€3 BCAKAKBB PUCK 3a MOTPEITHO WACHTH(DHIIMpAHE, pa3IHIaBaIiy
JIOHOPA, KAKTO U JIaHHU 33 YCTAaHOBSIBAHE HA KOHTAKT.

2. 30pasna u meouyuncka ucmopusi Ha OOHOPa

3z[paBHa U MCAUIIUHCKA UCTOPUA, 6a3HpaHa Ha aHKCTa U YpEC3 JIMYHO UHTCPBIO, U3BBPIUICHO OT
KBaJII/I(i)I/IIII/IpaH CIIcuuaJiuCT B oOyacTra Ha 3ApaBHaTa TI'pHU)Ka, KOCTO BKIIIOYBAa CBHOTBCTHU
q)aKTOpI/I, KOUTO MOrar Aa IOMOIHaT IIpU Pa3KpUBAHC U BHHUMATCIIHO IIPCIIIC)KIAHC Ha JIMIATa,
YUeTO JapCHUC Ou MOTJIO Aa npeacTaBjigiBa 3ApaBCH PUCK 3a APYTUTC, KAKTO U Bb3MOKHOCTTA 34
IIpCHACAHC Ha oosecT WU 3ApPpaBHU PUCKOBC 3a CaAMUTC TAX.

3. Iloonuc na oonopa

[Tognuc Ha nOHOpa BBPXY aHKETaTa 3a JOHOPH, MPENOANUCaHAa OT WIEH Ha MEIUIMHCKUSA
MepCOHAJI, OTTOBOPEH 3a MOJyuyaBaHe Ha 3/paBHATA UCTOPHS, KOUTO MOTBBPK/aBa, Y€ JOHOPHT
e:

a) Mpoyen U pa3dpal mpeIoCTaBeHUTE 00pa30BaTEIIHN MaTepUaIu;

0) MMaJl Bb3MOXKHOCT Jla 3a/1aBa BBIIPOCH;

B) TTOJTYYMJI 33/I0BOJIUTEITHN OTTOBOPH HA BCUYKH BBIIPOCH;

r) nan nHGOPMUPAHO ChIIacHe Ja 3al0YHe MPOoIleC Ha JapeHue;

) Oomn uHpopMHUpaH, B Cllydail Ha aBTOJOTUYHU JapeHHs, Y€ JAPEHUTE KPBB U

KPBbBHH CBCTABKHU MOIKE J1a HC OTIOBAPAT Ha U3NCKBAHUATA 34 6’BI[CIJ_IOT0 MpEIIMBAHE; U

e) MOTBBPXKACHUE, Y€ 1s1aTa OCUTypeHa HHPOpMaIHs OT 10HOpa € UCTUHHA.
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1IPHJIO’KEHUE 111

KPUTEPUU 3A UZBUPAEMOCT HA JOHOPHU HA IISAJIA KPbB U KPbBHHU
CBbCTABKH

(mocoyeHu B WieH 4)

1. KPUTEPUN 3A TNIPUEMAHE HA JOHOPU HA LAJIA KPBB U KPBHBHU
CbCTABKHt

Ilpu u3evHpeOnu ob6cmoamencmeda, UHOUBUOYAIHU OAPEHUA OHL OOHOPU, KOUMO He
cvomeemcmeam Ha cleOHume Kpumepuu, moz2am 0a 0vOam OMOPUIUPAHU  OM
Keanuguyupan cneyuanucm ¢ oodaacmma Ha 30pagHama 2pudca 6 UeHmposeme 3a
Kpveonpenugane. Bcuuku mesu cayvau mpaoea oa 6voam mouyHO OOKYMEHMUPAHU U CA

npeomem Ha paznopeodume 3a KauecmeeHo ynpaenenue Ha uienoge 11, 12 u 13 om
Jupexmuea 2002/98/EO.

H30poenume no-00.1y Kpumepuu He ce OMHACAM 30 A6MOSIO2UYHU OAPEHUAL.

1.1. Bb3pacTt U TeJleCHO TerJ0 Ha JJOHOpHUTe

Bn3pact 18-65 rogunu
17-18 roqunu - OCBEH ako He ¢€
KJIacupUIUpaH OT 3aKOHA
KaTo MaJoJIeTEH, c

MHUCMEHO  Chrjacue Ha
poauTen  WIM  3aKOHEH
HACTOMHUK, B
CBOTBETCTBUE ChC 3aKOHA

JIuma wnam 60 rommHU,

- 1O IPCUCHKA Ha JICKaps B

KOHMTO Ca JOHOPU 32 II'bPBU | IEHTHPA 3a

BT KPBBOIIPEINBAHE

Han 65 ronunun - C pa3pellIeHue Ha JeKaps
B LIEHTbpA 3a

KPBBOIIPEIMBAHE, KOETO Ce
J1aBa BCsIKa TO/IMHA

Terao > 50 kg 3a noHOpH Ha 1sUIA
KPbB WM 3a JOHOpU Ha
KpBbBHA IlJ1a3Ma

1.2.  HuBo Ha XeMOI/100MHA B KPbBTA Ha /IOHOPa

XemMoriioouH 3a )KeHu 3a MBKE Ipunoscumo  3a
> 125 g/l > 135 ¢/l anozeHHu OOHOpU
Ha ysana Kpve u

K1emvbyHU

CbCMasKu

1.3. HuBo Ha NpoTenHA B KPbBTA Ha JOHOpPa

‘ IIporeun ‘ > 60 g/l Ilpomeunosuam ananuz 3a OoapeHusma
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Ha agepezuc niazma mpsaoea oa ce
npeocmassim noHe 8eOHBIC 200UUHO
14. HwuBo Ha TPOMOOUUTHUTE B KPbBTA Ha JIOHOPA
TpombouuTu bpost wa  tpombomutute | Huso, U3UCKBAHO 3a
TpsOBa J1a € TO-TOJISIM WJIH | JOHOpu  HA  aghepesuc
9
paBeH Ha 150 x 107/ mpomboyumu

2. KPUTEPUMU 3A OTXBLPJISIHE HA JJOHOPM HA ISIJIA KPBB U KPLBHU
CbCTABKU

Tecmoseeme u nepuodume nHa omxewvp/iAHe, O3HAUEHU CbC 38e30uuKa (*), He ce uzuckeam,
Ko2amo oapenHuemo ce u3non3ea u3Kaouyumeino 3a niaima 3a hpakyuonupane (omoensane).

2.1.

KpuTepuu 3a nocTOSIHHO OTXBBbpJIsiHE MPU IOHOPH HA AJIOT€HHH JapeHus

Kapouoesackynapna 6onecm

bpaemy noHOpM € akTHBHA WJIM OTMHHAJa
CepuO3Ha KapauoBacKylapHa OoJsiecT, ¢
M3KJIIOUYEHUE HA TPAHO M3JIEKYBaHU BPOJICHU
aHOMAJIUU

bonecm
cucmema

Ha uenmpainama HépPBHa

HUctopuss Ha  cepuo3Ha  Ooject
neHTpaiaHara HepsHa cucrema (ITHC)

Ha

AHopmanna meHOeHUUA KbM KbpPBEHE

bbroenmu noHOPH, KOWUTO JaBaT WCTOpHs Ha
KOaroJomaTus

Yecmu momenmu Ha
ucmopus Ha KOHeyjicuu

CUHKOn ujiu

I[pyrI/I OCBCH ACTCKHU KOHBYJICHUHU UJIM KBIACTO
ca M3MHUHAQIK IIOHE 3 TOAMHHM OT Jararta,
Korarto JAOHOPBT IIOCJIICAHO € B3cMall
AHTUKOHBYJICUBHU MCEIUKaAMCHTU oe3
IMMOBTOPCHNEC HA KOHBYJICUUN

Facmpounmecmuna./mu, CUHEKOo102Uu4YHU

B”I-)IICHH/I JOHOPU CBC CCPUO3HA AKTHBHA,

u 0vOpeunu 3abonsaeanus, | XpOHUYHA UM TOBTapsIIIa ce 00IecT
XeMamonozuuHu, UMYHO102UYHU,

Memaobonuunu, oonecmu Ha

ouxamennume nemuwa u

HOCO2NbMKAMA

Juadem AKO ce JIeKyBa C HHCYJIMH.

Hugpexyuosnu 60orecmu

XenatuT B ¢ u3KiIo4YeHHe Ha X0pa, KOUTO Ca
C OTPpHULATCIIHU PE3YITATU IIPU H3CIICABAHC
Ha Hb u ca mokasanm Hannure Ha HUMYHHUTCT

Xenatut C

HIV-1/2

HTLV 1/I1

BaGesnosa ()

Kana Azap (nelimmaHuo3a, ¢ NPUYMHHUTET
*.
napasura Jlaitmmanus nonosan) ()

Tpunanocomuasa (6onect Ha Yarac) )

3noxkauecmeenu dorecmu

C u3KIIOYeHNE HA KaporHOMHUTE Ha MJICUHATa
JKJIC34a, PaK CbC 3aBbPUHICHO JICHCHUC

Ilpenocumu 2vouunu enyeganonamuu

Jluma, KouTo MMAT cemeiiHa UCTOpUs, KOSITO
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(TSE), (nanpumep  0Oonrecmma  Ha | TH IIOCTaBs B PUCK 1O Pa3BUAT TPAHCMUCHUBHA
Kpoiiygpeno  Axoo, eapuanm na | cnonrudopmua ennedanonarus (TCE), umm
oonecmma na Kpouiugeno Axoo) JIMIA, KOUTO Ca MOJIYYUJIM KOpHEaaHa WU
Mprcagka Ha TBHPJa MO3bYHA OOBHBKA, WU
KOUTO B MHHAJIOTO ca TPETHPAaHU C
MEIUKAMEHTH, HalpaBeHM OT YOBEIlKa
xunodpusza. 3a BapuaHT Ha OoyiecTTa Ha
Kpoiidenn ko6 morar ma ce mpemopbyar
JOITBJIHUTEIIHU NPea3Hu MEPKH.

Benosna (IV) wunu myckyana (IM) | Beska ucropuss Ha HenpeanucaHa BEHO3HA
ynompeba nHa 1eKkapcmea WIA MYCKyJIHa yrnoTpeba Ha JIeKapcTBa, B
TOBA YUCJIO CTEPOUIM U XOPMOHU

Peuunuenm HA KCEHOMPAHCnJianm

Cekcyanno nogeoenue Jlutna, ywmero cekcyaaHO TOBEJACHUE TIH
MOCTaBsl BBB BHUCOKO pHCKOBa TIpyna 3a
3apa3dBaHE€ CbC CEPUO3HH HMHPEKLIUO3ZHU
OonecTtd, KOUTO MOraT Ja c€ MpeHacsAT IO
KPBBCH IIBT

2.2. Kpwurtepum 3a BpeMeHHO OTXBbPJISIHE HA AJIOT€HHHU JapeHusl
2.2.1. HUnpexyuu
[MponbIKUTETHOCT HAa TIEPHOJa HAa OTXBBPJISHE

Cren nndekmos3na 6onect ObIEIMUTE JOHOPH C€ OTXBBPIAT MOHE 3a JIBE CEIMHIIM CIIe] JaTara
Ha IIBJIHO KJIMHUYHO BH3CTAHOBSIBAHE.

CrnemnuTe IEpHOIM HA OTXBBPIISTHE CE MpuiiaraT npu 0osiectute, M30pOCHH B TaOIUIATA!

Bbpyuenos (*) 2 TOIMHH CJeI Jarara Ha IIBIHO
BB3CTAHOBABAHC

OCTEOMHETUT 2 TOJUHMU CIie/l TOTBBPICHO U3NIEKyBaHE

Q Tpecka (*) 2 TOOWHM cIleA JaTara Ha TOTBBPIACHO
U3JICKyBaHE

Cudunuc (*) 1 romuna crnej fgarata Ha TMOTBBPIACHO
U3JICKyBaHE

Tokcormaa3sMosa (*) 6 Mecema ciex garata Ha KIMHAYHO
BBH3CTAHOBABAHC

Ty6epkymno3a 2 TOOWHM cIeA JaTara Ha TOTBBPIACHO
W3JICKyBaHE

PeBmaruyna Tpecka 2 TOOWMHM cJIed Jarara Ha H34Ye3BaHe Ha
CHMIITOMUTE, OCBEH aKo nMa
JIOKA3aTeJICTBO 3a XPOHHMYHA ChpJeYHA
oonect

Tpecka > °C 2 cemMUIIM cIlie[ JaraTta Ha COUpaHe Ha
CUMIITOMUTC

Bonect, momoOHa Ha HACTUHKA 2 ceImMHUIIM clie[ JaraTta Ha COUpaHe Ha
CUMIITOMUTC
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Manapust ()

- Jluna, KOWUTO ca JKHUBEIM B pPaAHWOH C
MaJlapusl Npe3 MbPBUTE 5 TOJUHHU OT CBOSA
JKUBOT

3 roMHU cJe/l BPBIIAHETO OT KOWTO | J1a €
CHJIEMHYEH pailOH, OCHTYPEHOTO JIHIE €
CBOOOJHO OT CUMIITOMH;

MOKE Ja ce Hamainu 10 4 Mecela, ako
I/IMyHOJIOFI/I‘-IHI/ISIT NN MOHGKYHHPHI/IHT
TE€HOMHYCH TECT € OTPUIATEICH IPU BCIKO
JapeHHe

- HI/IHa C UCTOpHUs Ha MaJlapus

3 roavHu CJC MNPEKHBCBAHEC HA JICUCHUCTO
U OTChcTBUEC Ha cummiTomu. OT Torasa
HaCCTHE cC nmpuema CcaMoO aKo
HMYHOJIOTUYHHUAT HWJIA  MOJICKYJIAPHUAT
IFCHOMMHYCH TECT € OTPULATCIICH

- IloceTurenu Ha eHAEMUYHH paiioHU O€3
CUMIITOMU

6 Mmecerna cien 3aBpbIllaHe OT CHISMUYHHS
palioH caMO aKO0 HMYHOJOTMYHHUAT WIH

MOJICKYJIIPHUAT  TEHOMHUYEH TECT €
OTpUIIATENICH

- JIuna ¢ ucropus Ha HEIUATHOCTHIMpaHa | 3  TOAWUHM  CJeX  OTIIyMsBaHE  Ha

(debpunHa OosiecT O BpeMe WIH B PAMKUTE | CHMITOMUTE:

Ha 6 Mecela OT NOCEUICHUE B €HJAEMMUYEH | MOKE Ja ce Hamalu 10 4 Mecela, ako

paiion UMYHOJIOTHYHUSAT WU MOJICKYJISPHUST

TCCT € OTPULATCIICH

bonect Ha 3amagen Hun (*)

28 nHM cnej HalycKaHe Ha palioHa C
MPOJBJDKABAIIO TPEHACSHE IO XOopa Ha
0onecrra Ha 3anageH Hun

2.2.2. M3znacane na puck om 3apaszsieare ¢ UHGeKyus, npeHocuMa ype3 npeiusaHe

- Eunockomncko H3CJIEABAHE C
W3II0JI3BaHETO HA I'bBKABU NHCTPYMEHTH,

- MYKO3HO IPBbCKaHe C KPbB WIHA
HapaHsBaHe MPH YOOXKTaHe,

- HpGJ’[I/IBaHe Ha Kp”I)BHI/I CbCTAaBKH,

- ThKaHHA 1500 KJIeThuHa
TpaHCHJ'IaHTaHI/ISI Ha YOBCUIKU opraH,

- CEpHO3Ha olleparus,

- TAaTYUPOBKA WIN MUBPCUHI Ha TSIIO,
- aKyIYHKTypa, aKO HE € HalpaBeHa
0T KBaJMU(UIMPaH MPAKTUKYBAIl JeKap |

CbC CTEpUJIHM WIVIM 3a €JHOKpaTHa
yrnotpeoa,
- JUIa B PUCK TOpagu OIM3bK

KOHTaKT ¢ 0OJIHU OT XenaTut B.

Otnarane 3a 6 wim 4 mecena, Ipy ycIIOBHE
ye NAT TtectsT 3a Xxematutr C e
OTpHUIIATENICH

Hnua, YHETO IIOBEJCHUE MU ICHMHOCT T'M
ImocraBd B PUCK OT 3apassiBaHC C
I/IH(pCKI_II/IO3Ha 60JI€CT, MpeHocnuMma 110
KPBHBCH BT

Ortnara Cce CIIC MMPpEKpaTsABaHC Ha
PUCKOBOTO IIOBCJCHUEC 3a nepuon,
OMpCACJICH OT BBIIPOCHATA 0ollecT M OT
HaJIMYHUCTO HA CbOTBETCH TECT

2.2.3. Baxcunupane
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OTtcnabeHn BUPYCH WU OaKTepus

4 cenqmunn

HeakTuBHH/yOUTH BHpYCH, OakTepusi WM
PHUKETCHSI

Hswma otnarane, ako e qo0pe

Tokcounu

Hsma otnarane, ako e qo0pe

XemaTuT A Wwin XenaTuT B BakcuHams

Hsama oTJlIaraHE, aKo € z[o6pe WK aKO HiAMa
n3jaraHe

bsc

Hsma omarane, ako e noOpe WM ako HsAMa
u3j1araHe

AKO BaKCHHAIMSTA € J1aJIeHa CJIe/l 3JIaraHe Ha
pHCK, oTiara ce 3a 1 roguHa

Bakcuna 3a CpegHOeBpOIEUCKU KbPJICKOB
eHreanuT

Hsama oTJIaraHE, akKo € z[o6pe WK aKO HiAMa
n3jaraHe

2.2.4. Jlpyeu epemennu omaazanus

bpemennoct

6 Mecemna cien pakaaHe WIM NPEKbCBaHE
Ha OpeMeHHOCTTa, OCBEH npu
U3KIIFOUUTETHH  OOCTOSTENICTBA M TIO
IpeleHKa Ha JIeKaps

Jleka XUPYpPTrU4IC€CKa HaMECa

1 ceqmuna

JlexyBaHe Ha 30U

Jlexa Hameca Ha 3bOONEKap WM 3bOEH
XUTUEHUCT — OTJIaraHe A0 CJeIBalIus JeH
(NB: Banene Ha 360, 3amrbJiBaHe Ha KOPEHU
U 1[ojoOHM ce mOpuemMar 3a  JIeKa
XUpyprudecka HaMmeca)

Bzemane Ha JICKapCTBa

bazupa ce Ha xapakrepa Ha NpPEINHUCAHOTO
JIEKapCTBO, HAYMHA Ha JCUCTBHE H
OorectTa, KOSITO Ce TpeTHpa

2.3. OtnaraHe nmopajau 0co0eHH eNUIeMHOJOTHYHN CUTYAlHH

Oco0eHu  emuIeMHOJIOTUYHH  CUTYaIluu
(Hanpumep n30yxBaHe HA CMTUIEMUS)

Ortnarane B ChOTBETCTBHUE c
SMUJICMUOJIOTHYHATa  CHTyarus  (Te3u
oTnaraHus TpsOBa ga ObIAT CHOOIIEHH OT
KOMIIETEHTHHMsI OpraH Ha EBpomneiickara
Komucust ¢ ornen na Obae mpennpHeTo
nerictere Ha OONTHOCTTA)

2.4. Kpwutepum 3a oTJ1araHe 3a JJOHOPHU NPH ABTOJOTHYHH JapeHUst

CepuosHa cepaeyHa 0onect

3aBUCM  OT  KJIMHMUYHOTO  ChCHpPBaHE
(KTMHUYHA Cpe/ia) Ha KPhBHATA KOJICKIIUS

JIuua c ucropus Ha

- xenaTuT B, ¢ u3kIroYeHne Ha JIHIa
C OTPHULATEIHU PE3YJITATU IIPU U3CIICIBAHE
Ha Hb, mokazanu umyHHTET

- xenatut C

- HIV-1/2

- HTLV I/l

JIbpxaBuTe-uwIeHKH Morar obade Ja
MIOCTAHOBAT CIELMATHU pa3nopeadu 3a
ABTOJIOTUYHH JTapEHUsSI OT TaKHBa JIUIA

AKTHBHa OaKkTepHaiHa HHPEKIus

HIPUJIOJKEHHUE IV
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YCJIOBUSA HA CBXPAHEHHUE, TPAHCIIOPT U PA3IPEJAEJJIAHE HA KPBbB U
KPbBHHU CbCTABKH

(mocoyeHu B 4iieH 5)
1. CbXPAHEHUE

1.1. Te4yHo cbxpaHeHHe

KommnoneHt Temneparypa Ha | MakcumanHo  Bpeme  3a
ChXpaHEHHE ChXpaHEHHUE

Maca ot yepBenu kietku u | Ot +2 10 + 6 °C Ot 28 no 49 nguu cnopen

151 KPBB (aKO ce M3I0JI3Ba npouecuTe 3a ChOHpaHe,

3a TpaHcy3usl KaTo Isia 00paboTBaHE U ChXpaHEHHE

KpPBB)

TpomOGounTHa Maca Ot +20 1o +24°C S JHM; Morar Ja ce

ChbXpaHsBaT 10 [ [HU
3a€THO C OTKpUBaHE U

penyuupane Ha
OaKTEpUaIHOTO 3apa3siBaHe

['panynouurtu Ot +20 go + 24 °C 24 gaca

1.2. KpmuocbxpaHnenue

KommnoneHT YcnoBust 3a ChXpaHEHHE u
POJBIDKUTEITHOCT

YepBeHH KPHBHH KIICTKH Jo 30 rogunu criope mpoiieca, H3M0JI3BaH
3a crOupane, 00paboTBaHE M ChXPAHECHUE

TpomOoruTI Jlo 24 mecena criope mpoiieca, U3Moa3BaH
3a crOupane, 06paboTBaHE M ChXpaHEHUE

[Ta3ma u KpuonpenuImuTaT o 36 mecena cniopen mporieca, H3M0A3BaH
3a crOupane, 06paboTBaHE U ChXpaHEHUE

Kpuocvxpanenume uepeenu KpvéHU KiemKu u mpomobéouumu mpaodea oa 0voam
nocmaeenu 6 nooxooauwia cpeoa cied pasmpaszasanemo. Pazpewenusam nepuoo na
CbXpaHneHnue ced pampasaéanemo 3a6Uc Om U3noJ36anus Memoo.

2. TPAHCIIOPT U PA3ITPEJEJISIHE

TpancnopTbT ¥ pa3npenensHETO0 Ha KpPbB U KPBbBHU CHCTaBKM IO BCHUYKM HHBa Ha
TpaHc(y3MOHHATa Bepura TpsOBa Ja ce M3BBPIIBAT MPH TAKMBA YCIOBHS, Y€ Jla ce MOAIbpiKa
L[€JIOCTTA HA IPOAYKTA.

3. JOITBJIHUTEJIHU N3MCKBAHNA 3A ABTOJIOTUYHU JTAPEHMA

3.1.  ABrosorn4yHarta KpbB M KPbBHU CHCTABKH TPSOBA SICHO Ja ObAAT WACHTUDUIIMPAHH KATO
TaKWBa U J]a CE CbXPAHABAT, TPAHCIOPTUPAT U PA3MPElENAT OTACIHO OT aJloT€HHaTa KPbB U
KPBBHU ChCTABKH.

3.2. ABronormyHaTta KpBbB U KPBBHH CHCTaBKH TpsiOBa Ja HMaT ETHKET, CHIJIACHO
pasnopenodute Ha JupexktuBa 2002/98/EO m B AOombIHEHHWE ETHKETHT TPsSOBa /a BKIIOUBA
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uaeHTuUIMpane Ha JoHopa U mnpenymnpexaenue ,,CAMO 3A  ABTOJIOTMYHO
[TPEJINBAHE”.
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1IPHJIO’KEHUE V
N3UNCKBAHUA 3A KAYECTBO 1 CUT'YPHOCT HA KPbB U KPbBHU CbCTABKH

(mocoyeHu B wiieH 6)

1. KPBbBHU CbCTABKU

1. Macu yepBeHHU KJIETKH CncTaBkuTe, majgeHu B Touku oT 1.1 mo 1.8, morar
Ja ce 00paboTAT JOMBIHUTETHO B IIEHTPOBETE 32
KpBBOIIPEIMBAaHE M TPsOBAa Ja MMaT CHhOTBETHHS

ETUKET

1.1 UepBeHU KICTKU

1.2 YepBeHU KIETKH ¢ OTCTPAHEH CJIOM ChbCUPEHA KPbB

1.3 UepBeHU KJIETKH HAMaJICHU JICBKOIIUTU

1.4 YepBeHU KIETKH, B JOBJIHUTEIEH PA3TBOP

1.5 UYepBeHU KIETKU C OTCTPAHEH CJION ChCHpPEHA KPbB
B JIOITBJIHUTEJIEH PA3TBOP

1.6 UepBeHU KJIETKM HaMaJE€HU JIEBKOLIUTH, B
JOMBIIHUTEIICH Pa3TBOP

1.7 UepBeHU KIETKH, aepesnc

1.8 [{s1a kpbB

2. TpoMGounTHN Macu CbcTaBKUTE, HafgeHu B ToYku oT 2.1 1o 2.6, morar

Ja ce 00paboTAT IOMBIHUTEIHO B LIEHTPOBETE 32
KpBBOIpEIMBaHE U TpsAOBa Ja UMAT CHOTBETHHUSA

CTHUKET

2.1 TpomOoruTH, adepesuc

2.2 TpomOouuTH, adepe3ric, HAMAIEHU JIEBKOLIUTH

2.3 TpomOO1INTH, B3CTAHOBEHU, KOHIIEHTPUPAHU

2.4 TpomMOOLIMTH, BB3CTAHOBEHH, KOHLEHTPUPAHH,
HaMaJIeH! JICBKOIIUTH

2.5 TpomOOIUTH, BH3CTAHOBEHHU, OT/ICJIHA SUHUTIA

2.6 TpomOOILIMTH, BBH3CTAHOBEHHU, OTIEIHA EIUHUIIA,
HaMaJICH! JICBKOLIUTH

3. Macu ot miia3zma CneTaBKUTE, JaaeHu B TOUkH oT 3.1 go 3.3, morar

Ja ce o0paboTAT JOMBIHUTEIHO B IIEHTPOBETE 3a
KpBBOTMpENNBaHe U TpsAOBa Ja UMAT CHOTBETHHUSA

eTHKET

3.1 ITpsicHO 3aMpa3eHa mia3ma

3.2 [Ipsicho  3aMpa3zeHa IuIa3Ma C  HaMajieHO
ChJIbpXKAHNUE Ha KPHOIIPELIUITUTAT

3.3 Kpuonpenunurar

4, I'panukynosu, ahepesnc

5. HoBu cbcTaBKH M3uckBaHusiTa 3a KAayecTBO M CHUTYpHOCT Ha

HOBUTE KPBHBHU CHCTaBKU TPsAOBa J1a ce peryaupar
OT CHOTBETHMSI KOMIIETEHTEH HALlUOHAJIEH OpraH.
Te3n HOBU ChCTaBKU TpsIOBa Ja ObIAT CHOOIICHHU
Ha EBponeinckara Komucus c oraen
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\ npeanpueMane Ha nerictere Ha OOnHOCTTa \

2. N3MCKBAHNA 3A KAYECTBEH KOHTPOJI HA KPbB U KPbBHU CbCTABKU

2.1. Kp”bBTa U KPEBHHUTC CHbCTAaBKU Tpﬂ6Ba Ja CbOTBCTCTBAT HA CIICAHUTE TCXHUYCCKHU MCPKHU
3a Ka4YCCTBO U J1a CbOTBCTCTBAT HA MPHUCMIIMBU PC3YyJITATU.

2.2. TpsbBa na ce HampaBu MOAXOAI] OAKTEPHOIOTHYEH KOHTPOJI Ha TIpolieca 3a ChOupaHe u
MIPOU3BOJICTBO.

2.3. JIbpxaBUTe-wICHKH TPsOBa JJa OCUTYPAT BCUUYKU HEOOXOAMMU MEpPKH, Taka uye KPbBTa U
KPBBHHUTE ChCTAaBKH, BHECEHU OT TPETU CTPAHM, B TOBA YUCJIO U OHE3M, U3MOJI3BAHU 32 HavaJieH
MaTepuas/cypoB MaTepuai 3a MPOU3BOACTBO HA MEIUIIMHCKU U3/IETHS, IPOU3JIE3IH OT YOBEIIKa
KpbB WIM YOBEIIKA T1a3Ma, J]a OTTOBAPAT HA CbOTBETHUTE CTAaHAAPTH 3a KAU€CTBO U CUTYPHOCT,
KOUTO ca OTpe/ieNIeH! B HACTOsIIaTa JUPEKTUBA.

*
2.4. 3a aBTOJIOTMYHHUTE JAPEHUS MEpPKUTE, O3HAYeHH ChC 3Be3AMYKa (), ca caMmo
IPENOPHUYNUTEITHH.

CbcTaBKHI

IIpenopbuuTeHn MepKH

3a Ka4eCTBO
3aowvaocumennama vecmoma Ha
np06ume 3d 6CUYKU MepKu ce
onpedeﬂﬂ upes u3noazeanemo Ha
cmamucmu4decKku KOHmpoJl Ha
npoyeca

IIpuemiausu pesyJraru 3a
H3MEpBaHe HA KA4eCTBOTO

YepBeHU KIETKA

O6em

Baimnmen 3a  XapakTepHCTHKUTE 3a
ChbXpaHEHHE 3a TOJIIbPKAHE Ha
OpoAyKTa B CHEHU(PHUKAIMUTE 32
XEMOTIJIOOMH U XEMOJIN3a

Xemorno6us ()

He no-manko ot 45 ¢ Ha enuHMIIa

Xemoimsa [To-manko ot 0,8 % Ha Maca yepBeHA
KJIETKa
UYepsenu kietku, | Obem Banugen 3a XapakTepHUCTUKHTE 3a

OTCTPAHEH CJIOW ChCHpEHa

CbXpaHCHUC 3a [MOAABPKAHEC Ha

KpbB OpoAyKTa B CHEHU(PHUKAIMUTE 32
XEMOTJIOOMH U XEMOJIN3a
Xemorno6us () He no-manko ot 43 ¢ Ha enuHMLIa
Xemonuza [To-manko ot 0,8 % Ha Maca yepBeHH
KJIETKH B Kpasi Ha )KMBOT HA JIaBULIA
UepBenu kietku, | O6em Banuaen 3a XapakTEepUCTUKUTE 3a

HaMaJICHU JICBKOIIUTH

CbXpaHEHHE 3a MOAJIbpXKAHE Ha
MpoAykTa B croenuuKaiuuTe 3a
XEMOIJIOONH U XEMOJIN3a

Xemorno6un ()

He no-maniko ot 40 g Ha eguHULIA

Mo-manko ot 1 x 10° 3a eJUHUILIA

Cobabpxanue Ha
JIEBKOITUTH
Xemomnuza [To-manko ot 0,8 % Ha mMaca yepBeHH
KJICTKHU B Kpas Ha )KUBOT Ha JIABHIIA
UepBeHu KJIETKH, B | O6em Banuagen 3a XapakTEepUCTUKUTE 3a
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JOMTBIHUTEIIEH Pa3TBOP

ChbXpaHEHHE 3a MOAJIbpXKaHE Ha
MpPOAyKTa B CHEHUPUKAIMUTE 34
XEMOIJIOONH U XEMOJIN3a

Xemorno6us ()

He nmo-mainko ot 45 g Ha equHuLIa

Xemoimza [To-manko ot 0,8 % Ha maca 4YepBeHH
KJICTKHU B Kpas Ha )KUBOT Ha JIABUIIA
UepBenu KJIETKH ¢ | Obem Banuaen 3a XapakTepUCTUKUTE 3a
OTCTPaHEH CJIOM ChCHUpEHa ChbXpaHEHHE 3a TOJAIbpKAHE Ha
KpbB, B JIOIBIHUTENICH OpoAyKTa B CHEHU(pHUKALUUTE 32
pasTBoOp XEMOTJIOOMH U XeMOJIn3a
Xemorno6u () He mo-mainko ot 43 g Ha enuHMIIA
Xemonuza [To-manko ot 0,8 % Ha Maca uepBeHH
KJICTKU B Kpasi Ha KUBOT Ha JIaBUI1IA
UepBenu kietky, | O6em Banuaen 3a XapakTepUCTUKUTE 3a

HaMaJICHU JICBKOILIMTH, B
AOIIBJIHUTCIICH PAa3TBOP

ChbXpaHEHHE 3a TOJIIbPKAHE Ha
OpoAyKTa B cHelUpUKALUUTE 32
XEMOTJIOOWH U XeMOJIN3a

Xemorno6u ()

He no-mainiko ot 40 g Ha eaguHULIA

TITo-manko ot 1 x 10° 3a eaMHULIA

Coabpxanue Ha
JICBKOLIUTHU
XeMmounuza [To-manko ot 0,8 % Ha Maca yepBeHH
KJIETKH B Kpasi Ha )KMBOT Ha JIaBUIIa
ChcTaBKH Ipenopbuntesnn Mepku | [IpuemiausBu pe3yaTaTu 3a
3a Ka4eCcTBO HU3MepBaHe HA Ka4ecTBOTO
3aovaorcumennama yvecmoma Ha
npobume 3a 6CUYUKU MepPKU ce
0}’lpe()€/lﬂ upes u3nonazeanemo Ha
cmamucmud4ecKku  KOHRmposl Ha
npoyeca
YepBenu KieTku, | Obem Banunen 3a XxapakTepuUCTHKHUTE 3a
agepesuc CbXpaHEHHE 3a TMOJIbp)KaHe Ha
OpoAyKTa B  clenudHKanuure 3a
XEMOIJIOOMH U XeMOJIH3a
Xemorno6un () He mo-manxo ot 40 g Ha eguHATIA
Xemonuza ITo-manko ot 0,8 % Ha Maca uepBeHH
KJICTKH B Kpasi Ha )KMBOT Ha JIaBUTIA
Is1a kpbB Obem Banunen 3a XxapakTepuUCTHKHUTE 3a

CbXpaHEHHE 3a TMOJIbp)KaHe Ha
NpoAyKTa B creuupuKauure 3a
xeMoro0uH u xemomusa 450 ml + 50
ml

3a memuaTpuvHA aBTOJIOTHS HA IIsia
KpbB He TpsiOBa na Hazsumana 10,5
ml ua kg TenecHo Terno

Xemorno6us ()

He nmo-mainko ot 45 g Ha eauHuUIIA

Xemonuza [Mo-manko ot 0,8 % Ha Maca yepBeHH
KJICTKH B Kpasi Ha )KMBOT Ha JIaBUIIA
Tpombonutu, adepesnc Ob6em Banugen 3a XapakTepHUCTUKHTE 3a
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ChbXpaHCHHE 3a TOJIbpXKaHE Ha

MPOAYKT che crnenudukarms pH

Cpabpxanue Ha | Bapnanuure B CbIbpKaHUETO HA
TPOMOOIIUTH TPOMOOIIMTH 3a €IMHUIA JapeHHe ca
paspelieHd B TpaHULU, KOUTO Ja
ChOTBETCTBAT Ha paTU(UIIUPAHUTE
yCIJIOBUS 32 OJITOTOBKA U ChbXPaHEHUE
PH 6,4 — 7,4 neyrpanuszupanu 3a 22 °C, B
Kpasi Ha )KUBOT Ha JIaBHIla
TpombouuTn, adepesuc, | O6em Banunen 3a XxapakTepUCTHKHUTE 32
HaMaJIeHU JIEBKOIIUTH CbXpaHeHHE 3a MOJIIbpXKaHe Ha
MPOAYKT che crienudukays pH
Cpabpxanue Ha | Bapnanuure B CbIbpKaHUETO Ha
TPOMOOIIUTH TPOMOOIIMTH 3a €IWHUIA JapeHHe ca
paspelieHd B TPaHUIU, KOUTO Ja
ChOTBETCTBAT Ha paTU(UIIUPAHUTE
yCIIOBUS 32 IOJITOTOBKA M ChbXPaHEHUE
Coabpxanue Ha | Ilo-manko ot 1 x 10° 3a equuunna
JIEBKOIIUTHU
PH 6,4 — 7,4 neyrpanuszupanu 3a 22 °C, B
Kpasi Ha )KUBOT Ha JIaBHIlA
Tpomboruty, Obem Banugen 3a XapakTepuUCTUKHUTE 3a
BB3CTAaHOBCHH, ChbXpaHCHHE 3a TOJIbpXKAHE Ha
KOHIEHTPUPAHH OPOAYKT che crennduxarms pH
CoabpxaHue Ha | Bapnanuure B CHIBPKAHUETO HaA
TpOMOOLIUTH TPOMOOLIUTH 32 KOHILEHTpalus ca
paspelieHd B TPaHUIM, KOWUTO Ja
ChOTBETCTBAT Ha paTU(UIIUPAHUTE
YCIIOBUS 32 TIOJITOTOBKA U ChXPAHCHUE
Copabpxanue Ha | ITo-manko ot 0,2 X 10° 3a OTAeIHa
JIEBKOITUTH eauHuIA (METO/Ia Ha TIa3Ma, oorara ¢
TPOMOOILIUTH)
ITo-manko ot 0,05 x 10° 3a ormenna
eauHuIa (METOJ Ha cJos ChCHUpPEHa
KpPBB)
PH 6,4 — 7,4 neyrpanuszupanu 3a 22 °C, B
Kpasl Ha )KMBOT Ha JIaBUIIA
CbcraBKU IIpenopbuurtennu Mepku | [IpueminBu pe3yJiTatu 3a
3a Ka4ecTBO U3MepBaHe HA KAYeCTBOTO
3aovaxcumennama wecmoma Ha
npo6ume 3a 6CUYKU MmepKu ce
onpe()e/m upes u3noizeaHemo Ha
cmamucmud4ecKku  KOHmpoJsl Ha
npoyeca
TpomOoruTH, O6em Banuaen 3a XapakTEepUCTUKUTE 3a
BB3CTaHOBEHH, ChbXpaHeHHE 3a TOJIbpXKaHe Ha
KOHIICHTPHUPaHH, MIPOJYKT ChC crienudukarus pH
HaMaJICHU JICBKOITUTH
Coabpxanue Ha | Bapnanuure B ChIbp)KaHUETO Ha
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TPOMOOITUTH

TPOMOOIIUTH 3a KOHIEHTpaIus ca
paspelieHd B TpaHULHM, KOUTO Ja
ChOTBETCTBAT Ha paTU(HUIIMpaHUTE
YCJIOBHSI 32 TOJATOTOBKA U ChbXPAHEHUE

IMo-manko ot 1 x 10° KOHIICHTpaIUsI

Cbabprxkanue Ha
JICBKOLIUTH
pH 6,4 — 7,4 neyrpasmsupanu 3a 22 °C, B
Kpast Ha )KUBOT Ha JaBUIlIa
TpomOo1uTH, O6em Banuaen 3a XapakTepUCTUKUTE 3a
BB3CTAHOBEHHU,  OTJCIIHA ChbXpaHEHHE 3a TOJIIbpKAHE Ha
eIMHUIIA OPOAYKT che criennduxarms pH
Coabpxanue Ha | Bapuanuurte B ChAbpKAHUETO Ha
TPOMOOLIUTH TPOMOOLIUTH 32 KOHLEHTpalus ca
paspelieHd B TpaHULM, KOUTO Ja
CbOTBETCTBAT Ha paTU(UIUPAHUTE
YCJIOBHSI 32 TOJATOTOBKA U ChXPAHEHUE
Cbabprkanue Ha | ITo-manko ot 0,2 X 10° 3a OTIEeJIHA
JICBKOLIUTH eauHuIa (MeToaa Ha Tia3Ma, borara ¢
TPOMOOITUTH)
ITo-manko ot 0,05 x 10° 3a ormenna
eauHuIa (METOJ Ha CJoS ChCHUpPEHa
KPBB)
pH 6,4 — 7,4 neyrpanusupanu 3a 22 °C, B
Kpasl Ha )KUBOT Ha JIaBUIIa
TpomboruTH, O6em Banuagen 3a XapakTEepUCTUKUTE 3a
BB3CTAHOBEHHU,  OTJENIHA CbXpaHeHHE 3a TMOJIIbpXKaHe Ha
eANHUIIA, HaMaJeHU MPOAYKT che cnenupuranus pH
JIEBKOIIUTH
Copabpxanue Ha | Bapuanmuute B ChABpKAHUETO Ha
TPOMOOLIUTH TPOMOOLIUTH 3a OTAENHA EAMHHIA ca
paspenieHd B TpaHUIM, KOUTO Ja
ChOTBETCTBAT Ha paTU(UIIUPAHUTE
YCJIOBHSI 32 TIOJITOTOBKA U ChXPAHEHUE
Copabpxanue Ha | ITo-manko ot 1 x 10° 32 eJUHUIIa
JIEBKOITUTH
pH 6,4 — 7,4 neyrpanuszupanu 3a 22 °C, B
Kpasi Ha )KUBOT Ha JIaBUIIA
[Ina3ma, npsicHo | O6em Hutupan odem + 10 %
3aMpaseHa
®axrop Vllc 0) Cpenno  (cmen  3ampassBaHe U
pa3mpaszsaBane) 70 % wnu moBede OT
CTOMHOCTTa Ha TPSICHO ChOpaHara
TJIa3MeHa €IMHAIIA
Bcewuko npotensu () He no-manko ot 50 g/l
OcraTbh4HO KJIETHYHO

chappxkanne ()

qe&)BCHI/I KJIETKH: IO-MaJko oT 6,0 X
10°/1

JleBkomutH: mo-manko ot 0,1 x 10%/1
TpomGoruTH: mo-Mako ot 50 x 10/
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[Tna3zma, npsicio | OGem Hutupan obem + 10 %
3amMpaseHa, HaMaJIeH
KpUOMPELUITUTAT
OcraTb4HO KJIEThYHO | UepBeHU KIETKHU: MO-Majko oT 6,0 X
chabpxanue () 1071
JleBkouutH: mo-Manko ot 0,1 x 1091
TpomGorwTH: mo-Manko ot 50 x 10%/I
Kpuonpenunurar Cbabprxkanue Ha | [lo-ronmsamo unu paBHo Ha 140 mg 3a
du6punoren () eIMHUIA
Coabpxkanne Ha @Dakrtop | [lo-romsimo wim  paBHo Ha 70
Vilic () MEXTYHAPOIHH CTUHUIIM 32 CIUHUIIA
I'panynouuth, apepesuc O6em [To-manko ot 500 ml
Cpabpxanue ua | Io-romamo ot 1 x 10" rpanymormry
TPaHyJIOLHUTH 3a eIMHUIIA
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