JIncToBKa: HHPOpMALHNA 32 NAHEHTA

IIporpomnaexe Toran NF 600 IU npax y pasrsoputen 3a HHKEKLIMOHEH Pa3TBOP
4OBELIKH NPOTPOMOUHOB KOMILIEKC

Prothromplex Total NF 600 IU powder and solvent for solution for injection
Human prothrombin complex

[IpotueTeTe BHHMATEIHO ANATA JIHCTOBKA, NMPeIH 12 3AN0MHETE 2 H3N0J3BaTE TOBA JIEKAPCTBO, ThH
KATO TS ChALPKA BR)KHA 32 Bac nHpopmanus.

- 3JanazeTe TasH NUCTOBKA. MOXKe 1a ¢€ Ha/l0XKH A4 A NMpo4yeTeTe OTHORO,

- AKO MMaTe HAKaKBH JOMBJIHUTENHK BBNPOCH, NonuTaiTe Bamusa nekap.

- AKO TM0JyUYMTE HAKAKBH HEXETaHU JIEKapCTBEHW peakuuH, yBeaoMere Baiwwua nexkap wunau
papmauerT. ToBa BKIIOUBA U BCHYKH Bb3IMOXHH HEXKETAHH PEAKLIMH, HEOMUCAHH B Ta3H JINCTOBKA.
Buoxre Touka 4.

Kakpo chLALpXAa Ta3H JJHCTOBKA: = — r
Kakso npeactaensaea [Iporpomnnekc Totan NF v 3a kakpo jdéoarif 133 ﬂﬁf/
Kakpo TpabBa 1ga 3HaeTe, npeau Aa uinonieare [porpomriigs I

Kak na uznonssare [lporpommiexc Toran NF
BB3MOXHH HEXKENAHU peaKLIUN

Kak aa cexpanasarte [Tporpomnnekc Toran NF
CobabpaHHe Ha ONaKOBKaTa U AOMbIHHTENHA HH(pOpMaLHS

BN —

1. Kaxso npeacrasiasasa [Iporpomnaexc Toraa NF u 3a kakBo ce ninoassa

[Tporpomnnekc Toran NF ce nony4asa ot 4oBeLIKa 1a3Ma (TeyHaTa CbCTaBKA Ha KPpbBTa). Tol Chabpxa
kpbBHU (akTopu Ha cbcupBaHetro I, VII, IX u X (nporpoMOMHOB KkOMILIEKC OT (akTOpH Ha
KPbBOCBCHPBAHETO), KakTo U npoTerH C. Te3u (pakTopH Ha KPHBOChCHPBAHE Ca 3a8BUCHMH OT BUTAMHH K
M KakTo BHUTaMWH K, Wrpasr BaxHa pons npu KpbBOCbhCHpBaHETO. [Ipy HegocTUr Ha HAKOW OT Te3M
(dakTOpH, KPLBTA HE C€ ChCHpPBA TONKOBA OBP30, KOJIKOTO OOWKHOBEHO, KOETO BOAHM R0 MOBULIECHA
CKJIOHHOCT KbM KbPBEHE.

[Iporpomnnekc Toran NF ce u3non3ea 3a:

W3NLAHNTETHA ATEHUMSA NO NEKAPCTBATA

EFFFIIERAR PRI Rk A N RSO R PR AR R R

NIeHEeHHE Ha KPbBOW3JIUBH
MpegoTBPaTABAHE HA KPbBOWIIHBH HEMOCPEACTBEHO MPEAH MU CIEA XUPYPTrHHHH ONepaLUH
CLCTOSHHUA Ha NPUIOOUT Je(HLMT K BPOaeH AeQHLIMT Ha KOaryJalMOHHU dakTopu

IIpuoobum oeghuyum

MoxxeTe aa pazsuete AepuuMT Ha BUTaMuH K 3aBUCHMMYU koarynauMoHHH QakTopH (MpHAOOKHT AeUuMT),
HaMpUMeED OT JICUEHHUE MMM NPER03HPAHE C JIEKAPCTBEHH NPOAYKTH, KOUTO HAMANABAT €(peKTa HA BUTAMMH
K (T. Hap. aHTaroHUCTU Ha BUTaMuH K).

Bpooen oegruyum
AKO CTE polleHH ¢ Je@HUUT (BpoAeH AePHUUMT), TO3M JIEKAPCTBEH MPORYKT Moxe Aa Bu 6bae npunarax
HEMOCPEACTBEHO NPEAd WM Cjied XHPYpruYecka onepauus, ako noaxoadwina 3a Bac eJuHHueH
KOAaryJIJaLlMOHEH (haKToOp HE € Ha pa3loNoXKeHHE, :




2. Kaxso Tpsa0Ba aa 3Haere npeau Aa ninoa3sare IIporpomnaekc Toraa NF

He u3noaspaiite [Iporpomniexc Toraa NF

* aKO CTE anepruvyHu KbM $akTOpHUTE Ha KPBBOCHCUPBAHE HIIM KbM HAKOA OT OCTAHANUTE ChCTABKH
Ha TOBa nekapcTBo (M30poeHH B TOUKa 6).

o aKO HMAaTe HWIH TNOA03UpaTe, Y€ HUMATE OTKIIOYBAHO OT XENapuH HAMAJIEHHE Ha KPbBHHUTE
TPOMOOUUTH, KIETKHTE, KOUTO Ca BaXKHH 338 KPbHBOCHCHPBAHETO (MpPHYMHEHA OT Xe€napHH
TPOMOOLIMTONEHUA).

[IpeaynpexaeHHs H NpeAna3HH MEpPKH

[IpocneaumMocTt

HacTostenHo ce npenopwyBa BAHArW, korato npuemare ao3a llporpommnexkc Toran NEF, umero u
NapTHAHHAT HOMEP HA MPOAYKTA Aa CE 3aNHLLAT, 3a Aa Ce NOAABbPXKAT AAHHH 33 U3MOJI3BAHHTE NAPTHAH.

I"oBopeTte ¢ Bawus nexap, npeau aa uznosn3seare [porpommiexkc Toran NF.

® Tbil KaTo CbUIECTBYBA psiaKaTa Bb3MOXKHOCT Ja pa3BHETEe TE)KKa, BHE3AaMHa anepruyHa peakuus
(aHadunakTHuHA peakuus) KbM [IpoTpomnieke Toran NF, 3aworo noaobHu aneprudeH THn peakuuu
ca Habmonasanu nipy [lporpommnekc Toran NF. Ilo-noapobHa uudopmaums 3a paHHHTE CHMIITOMH
Ha TaKaBa ajleprMyHa peakliMs, MOXKETE Aa HAMEPUTE B ToYKa 4 ,,BB3MOXKHHM HEXeNaHN JIeKapCTBEHH
peaKLivHU .

® aKo uUmare npuoobum oepuyum KoM BUTaMUH K 3aBUCHMUTE KoarynauMoHHH pakTtopu. Tozm
MpHAOOHT AeHLHMT MOKE Aa € NPHYHHEH OT NEYEHHUE C JIEKAPCTBEHH NMPOYKTH, KOUTO HEYTpanu3Hpar
KpbBOCHCHPBAHETO Ype3 noTuckaHe Ha BuTaMuH K. B To3u cayyait [Iporpomnnexc Toran NF tpsOBa na
ce U3NM0JI3Ba CaMo, KOFaTo Ce Hajlara creljHa KOpeKUuMs Ha KOHLEHTpalMATa Ha

KOArynauHOHHUTE QaKkTOpH OT NPOTPOMOHUHOBHA KOMILIEKC, KATO HAIMp. [PH MACHBEH KPBbBOHW3JIUB HITH
CreELHAa XUpYypruuecka HaMeca. BbB BCHYKH OCTaHAMM Caydad, HAaMATABAHETO HA J03aTa Ha
AHTArOHHUCTHTE HA BUTaMHH K WK npunoxeHHeTo Ha BUTaMUH K € 10CTaThyHO.

®  AKO MOAYYABATE JeKAPCMEEHU HPOOVKIMU, KOUMO HOMUCKam KPbBoCbCcupearemo (aHTaroHMCTH Ha
suTaMHuH K). Moe na cTe npeapa3nonokeHd KbM KPbBOCBCHPBAHE, KOETO 2a ObJ€ YCHIICHO OT
HH(Y3UATa HA KOHUEHTPAT Ha YOBELLKH NTPOTPOMOHHOB KOMITIEKC.

® aKo MMare gpodeH dehuyum KbM HAKOH 0T BUTAMHUH K 3aBUCHMUTE KOaryallMOHHY QaKTOPH,
Bauuar nexap ue Bu npuiioskd KOHLEHTPAT Ha CbOTBETHUA cneunduqeH pakrop Ha
KPbBOCBCHPBAHE, KO HMA TAKbB Ha pa3nofioKeHUe.

® aKO C€ JIEKYBaTe ¢ KOHUEHTPAT HAa NPOTPOMOMHOB KOMIUIEKC, OCODEHO KOraTo CTE ro nojyyasanu
MHOTOKPATHO, Thi KaTO MOXe /1a ce 00pa3yBaT KpbBHH ChCcHpeuH (TpoM003a), KOUTO Ja MonaaHar B
kKpbLBoOOpaweHHETO (eMOOnHs).

® nopajay Bb3MOXHATa MOSBA HA KPbBHU CHCHPELIH, aKO NMPHHAMIEKHTE KbM €IHA OT CACAHKUTE rpyIH
MAaLMEHTH:
- [aUHEHTH Cbe 3ab0NBaHe HA KOPOHAPHHUTE CHAOBE WK ChpAeUeH HHapKT
- MAUMEHTH ChC 3aD0M9BaHE HA YEpHUS APOO
- MAaLMEHTH MPEAH WK clie] XUPYPTHYHH oNnepalui
- HOBOpPO/EHH
- MaUWEHTH C PUCK OT TPoMOOEMOONIMYHH YCJIOXKHEHUA WM AUCEMUH
koarynauus (JIMK)

Ipy BCHYKH Te3W CHCTOAHUA, IEKapAT BHUMATENHO LIE NPELEHN NOI3aTa OT JIEUeH
ToTtan NF cnpsiMo Bb3MOXKHHA PHCK OT YC/IOXKHEHHUS.
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BupycHa 6e300acHOCT

Korato ce npou3Bexaar JeKapcTBa OT YOBELLKa KPbB UM MJ1a3Ma, Ce TIpUiarat OnpeaencHyd MEpKH, 3a 1a

ce NpeJOTBpaTH NpedaBaHeTo Ha MHPEKLMM HA NauneHTHTE. MepKuTe BIUIIOYBAT!

® BHUMATEIEH NoAOOp Ha AOHOPUTE Ha KPbB H NJa3Ma, 33 1a € CUTYPHO, Y€ Ca U3KITIOUEHH TE3H, KOUTO
ca PUCKOBH 3a NpPeJaBaHETO Ha HHPEKLIMH,

® {3CAeNBAHE HAa WHAWBHAYAIHHTE [apABaHUA H Ha IUTa3MEHWTE [YJIOBE 3a MAapKepH 3a
BUpYCH/MH]EKIIHH,

¢ BKIOYBAHE Ha eTand npu oOpaboTkara Ha KPLBTA W [U1a3MaTa, NPH KOMTO €€ UHAKTHBHUPAT W
OTCTPAHABAT BUPYCHUTE.

Benpeku Te3d MEpPKH, MPH TNPUAOKEHHMETO HA TaKWBA JIEKAPCTBEHU TIPOIAYKTH, Bb3MOXHOCTTA OT
rpeAaBaHe Ha WHPEKUMA HEe MoKe Ja Obae u3kio4YeHa HanbaHo. ToBa Ce OTHacA M 3a BCAKAKBH

HEU3BECTHH WK HOBH BUPYCH WK APYFH BUAOBE HH(PEKLMH.

[IpeanpueTnTe MEpKH ce CHUTAT 3a €PEKTHBHHU CNPAMO OOBHUTH BHPYCH KATO YOBELUKUSA
nMmyHoaeduuuted supyc (HIV), supyca Ha xenatut B (HBV) u eupyca na xenatut C (HCV), kakto u 33
HeOOBUTHUA BUpYC Ha xenatuT A (HAV).

[lpeanpueTnTE MEPKH MOTAT Ja UMAT OrPpaHHUEHO JEHCTBUE BLPXY HEOOBHUTH BUPYCH KaTO MapBOBHPYC

B19. Undekuunre, npuunneHn ot napeoupyc B19, morar na ca cepuosnm

®* npu OpeMeHHH XKeHU (MHPEeKUUA Ha 104a) U

® 133 XOpa ¢ UMYHEH AeDHUMT UK C HAKAKBB BWA aHEMUA (KaTO CbPIOBHMAHO-KIETbYHA OosecT HiM
XeMOJMTHYHA aHEMHA).

Bawnart sekap Moxe aa npenopbya NOAXOAALH BAKCHHAUMH NTPOTHB XenaTuT A 1 B, ako pea1oBHO/ WK
MHOTOKPaTHO NMOJYy4aBaTe KOHUEHTPAaTH Ha NpOTPOMOHHOB KOMMIIEKC, NOJMYHEHHU OT YOBEUIKA I/1a3Ma.

Jena » IOHOIIH
B xn1uHWuHM npoyuBaHUa Oe3onacHocTTa U epuxacHocTTa Ha [Iporpomnnexe Toran NF npu maumeHTH

Ha BB3pacT noj 18 roaMHU He € yCTaHOBEHA.

Jpyrn nexapcrsa H [Iporpomnaexe Toran NF
TpaGea na kaxxere Ha Bauiua nekap win gapMauleBT, aKko [IpUEMaTe/u3nonN3sare, HACKOpo CTe NpHeMany/
H3NOA3BAMM APYIH 1IEKapCTBa.

Monsa, ungopmupanTe Baling nekysaul Jiekap, ako rojiyuyaBate JICKAPCTBEHH NPOAYKTH, KOHUTO MOTHCKAT
KPBLBOCLCHPBAHETO (AHTAroHUCTH Ha BUTaMuH K). Moxe /1a cTe ¢ NoBUIIEHO Npeapa3nookKEHUE KbM
Koarystauus, KoaTo aa Obje yCHIeHa 4pe3 HH(PY3UA Ha KOHLEHTPAT Ha YOBELLKH NTPOTPOMOUHOB
KOMIIJIEKC.

B3auMmoaeicTBue ¢ OUOTOTHYHYU H3CIEeIBAHMUA:

CrneuManHo BHUMaHHe € HeoOX0aMMO NpU NPOBEKAAHE HA HICIIEABAHHA 34 KPbBOCHCHPBAHE, KOUTO Ca
YyBCTBUTE/THH HA XeNapWH NpPH NAaLUHEHTH, NOJyYaBallH BUCOKH A03H NPOTPOMOHMHOB KOMIUIEKC, ThH
KaTO XerapHvH € CbCTaBKA HA NMpUNaraHus MpoAYKT.

bpeMeHHOCT, KbpMeHe H PepraanTeT

[porpomnnekc Toran NF Tpabsa na ce uznon3sa no BpeMe Ha OpeMEHHOCT H
KaTeropu4Ha He0OX0AWMOCT.
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[llo¢pupane n padota ¢ MALIUHH
Hsma npoyusanus otHocHo edekTute Ha [Iporpomnaexc Totan NF Bbpxy cnocobHocTTa 3a uiogupase

unu paboTa ¢ MaLWIKMHM.

[Iporpomnaexc Toran NF chabpka HaTPpHA M Xenapuo

Tosu nekapcTBeH NpoAyKT chabpxa 81,7 mg Hatpuit Ha duiakoH uWan 0,14 mg wHatpuit (OCHOBEH
KOMIIOHEHT Ha roTBapckara/Tparne3Hara coJl) 3a eHa MeKAyHapoaHa €AWHMLA, ekBUBaNEHTHA Ha 4,1 % oT
npenopbuadus o1 C30 mMaxcumasieH nHEBEH MPHEM OT 2 g HATPHH 33 BH3PACTEH YOBEK.

XenapuH MOXe /1a NPEAU3BUKA AIEPrUUHK peakUWy X HamaaeHHe Ha Opos Ha KPBBHHUTE KJIETKH, KOETO
MOJXKE 1a 3acerde CHCTEMATa HAa KpbBOCbhcHpBaHe. [lauMeHTH ¢ aHamHe3a 3a XenapuH WHHIYUHWpPaHU
anepruyHy peakluy TpaOdBa aa n3daraaT ynorpebaTa Ha EKAPCTBEHU MPOAYKTH, ChIbpPXKALLH XEMapUH.

3. Kax na n3noazBare Ilporpomnaexe Toran NF

Jleuenunetro Bu tpabea ga 6vae 3anounaro, NpoBek/1aHO H HabMOAAaBAHO OT JIEKAP C OIMHT B JIEYEHHETO
Ha HapyllIEeHHS B KPBBOCHCHPBAHETO.

Heobxoaumoto konnuectBo oT [1porpommnexkc Toran NF, kKakTo 1 npoABIKUTENHOCTTA HA JICYEHHETO
3aBUCAT OT pa3iuuHK (akToOpU KaTO TENECHOTO TErTIO, TEXECTTA Ha 3a00/19BaHETO, MACTOTO H TEKECTTA
Ha KPbBOW3/IHBA WK HEODXOAUMOCTTA OT NPEAOTBpATABAHE HA KPBbBOU3ITHBH NPH XUPYPrUyHH

poueaypH.

Jlekapat we onpeaeny noaxoasiuara 3a Bac 103a ¥ pe10BHO 1€ KOHTPOIMPA MOKA3ATE/IUTE HA
KpBBOCBECHPBAHE K KIIHHHYHOTO BH ¢becTosHMe (BHIXKTE TOUKA ,,JIocodeHaTa no-a0ny HHpopmaums €
MpeAHa3HayYeHa CaMoO 33 MEAMLMHCKH CMELHATTUCTH ).

Hauun HA NPHI0KEHHE
HUHTpaBeHO3HO NpUNIOKEHHUE,

[lpunoxkenuero Ha [Iporpomnaexkc Toran NF ce konTtpoaupa oT Jiekap.

Cnen pa3TBapsiHE C MIPUIOXKEHATA CTEPUIM3KPaHa BoAa 3a nkekuuu, [IporpoMnnexe Toran NF ce
npusnara 6agHO BbB BeHa (MHTpaBeHO3HO). CKOPOCTTa Ha NPUNOKEHHE 3aBHCH OT ChbCTOAHHETO Bu ¢ He
Tpabea aa HaaBuiuaea 2 ml g mudyTa (60 [U/min).

YnotTpeda npu aelia H OHOWH
Hsama aoctaTbuHo AaHHH 3a yrioTpebara Ha [Iporpomnnexc Toran NF npu nauvenTtu noa 18 roaviuna

BL3PACT.

AKo0 cTe H3INMOJI3BAJIH noBede oT HeoOxoaumaTa 103a Ilporpomnaexc Toran NF
B cayuaii Ha npeao3upaHe ChLIECTBYBA PUCK OT pa3BUTHE Ha TPOMOOEMOOIMHHIA YCAOKHEHHA K
KOHCYMaTHBHA KOarynonarus.

[Tpy npunoxeHre Ha BUCOKH 103U OT KOHLEHTPATH Ha YOBELIKH NPOTPOMOHHOB KOMILIEKC ca
HaOMIOAABaHH ChpAeHeH HHGBAPKT, MOBHILIEHO U3pa3x0ABaHe Ha TPOMOOUHWTH H (aKTOPH Ha CCHPBAHETO
¢ U3paseHo 00pa3yBaHe HA KPBBHY ChCUpELIH B KpbBOHOCHUTE Cba0Be (JIMK, nucemMunupana
MHTPABa3a/lHa KOaryJjauus, KOHCYMaTUBHA KOaryJionatus), BeHo3Ha Tpomb03a u GenoapoGHa eMbonms.

AKo cre nponycHaau Aa npuemete [Iporpomnaexc Toran NF
Henpunoxumo.

Axo cte cnpenn npuema Ha IIporpomnaexc Toran NF
Henpunoxumo.




AKO vMaTe HAKAKBH JOIMTBJIHUTEIHH BBIPOCH, CBBP3aHU C yroTpedara Ha TOBa JIEKapCTBO, MOMUTAHTe
Bawiua nexap.

4, BB3MOKHH HeXKeJIAHH PeakiHH

KakTo BCHYKH JICKApCTBA, TOBA JICKAPCTBO MOXKC 114 MPEAH3BHKA HEXKCEJIAHH pCaKUHH, BBIIPCKH HC HC
BCCKH K NMOJTYyHaBa.

KakTo npH BCAKO NIEYEHHE C NIA3ZMEHH NPOAYKTH, H¥Ma Bb3MOXHOCT OT NOABa HA BHE3ANHA ANEpPruyHa
peakiiud (aHadUIaKTUYHA peakUms). B e uHHUHM Ccyyan € Bh3MOXHO J1a ce pa3BHe TEXXKa peaKUHs Ha
CBPbXYYBCTBHUTENHOCT, BKAKYUTENHO LLIOK.

3aToBa cleAeTe 3a [M0ABATA HA Bb3IMOKHY paHHH CUMIITOMM Ha ajleprUyHa peakums, KaTo:

€PUTEM (3aUcpBsIBAHE HA KOKATa)

KOKeH oOpuB

MOABa Ha YPTHKH M0 KoXKaTa (KOMpUBHA TpeCcKa/ypTUKapHs)
ChpOEK NO UANOTO TANO

MoJYBaHE Ha YCTHUTE M €3MKa

3aTPYAHEHUA B AMIIAHETO/3aayX

CTAraHe B I'bPANTE

001110 HEPA3MOJIOKEHUE

3aMasHOCT

[MOHUKABaHE Ha KPbBHOTO HaJAraHe

AKo 3a6enexuTe €1HH WIH HAKOJIKO OT U30pOoeHUTE CUMITTOMH, NpeKpaTeTe HHQY3UATa He3abaBHO.
ObageTte ce He3zabaBHO Ha Bawmnsg nekap. TekKHTE CUMNTOMU U3IKUCKRAT He3abaBHO CNEHIHO JIEYEHHE.

Koraro ce H3noa3BaT KOHUEHTPATH Ha NPOTPOMOUHOBR KOMILIEKC (BKNOUKTENHO [Iporpomnnexe ToTan
NF), nauyeHTHTEe MOraT Aa pa3BUAT PE3UCTEHTHOCT (HHXUOUTOPU) KBM €UH HITH HAKOJIKO
KOaryJaluHOHHH (aKTOpH, ¢ NMOCAEABALLO HHAKTUBHPAHE Ha (AaKTOPHUTE Ha KPLBOCHCHPBAHETO.

HanuuyueTo Ha TakuBa HHKHﬁHTGpH MOZKE Oa CC IMPOABH KAaTO HC34AA0BOJIUTCIICH OTTrOBOD KbM JICHCHHCTO.

[To Bpeme Ha neYeHHUETO ¢ KOHUEHTPATH Ha NPOTPOMOMHOBUA KOMIJIEKC MOXe 1a ce 00pa3yBaT KPbBHY
cbeHpeUH (TpoMOO3K), KOUTO MOXE Na NMonaaHaT B KpbBooOpaleHueTo (embonua). Tosa moxke aa
NOBEAE 110 YCIO0KHEHHS KaTO ¢hpAedeH MHGAPKT, MOBHUICHA KORCYMAlHA HA TPOMOOLMTH U KPbBHH
(hakTOpH Ha KPBBOCHCHPBAHETO C U3pa3eHO (POPMHUPAHE HA TPOMOM B KPHLBOHOCHHMTE CHAOBE
(KOHCYMaTHBHa KOAryJjonatHs), 3anyuiBaHe Ha BEHH OT KPbBHH ChCcHpel (BeHO3HA TpoMbo3a) 1 Ha
GenoapobeH KPbBOHOCEH CbJ OT KpbBeH cbeHpek (0enoapobeH HHGapkT).

CaelHHTE HeXENaHU peaklUu Morar Aa 3acerHat A0 1 Ha 10 yoBeka npH v3non3sane Ha [lpoTpoMiLiekc
Toran NF:
. o0pa3yBaHe Ha KPbBHH ChCHpELH B Ta10TO (/luceMuHupaHa HHTpaBa3aliHa Koaryiauus),

PE3UCTEHTHOCT (MHXHOMTOPH) KbM €IHH HAU NOBEYE (PAKTOPH Ha MPOTPOMOHHOBHSA KOMITIEKC
(¢pakTopu 11, VII, [X, X)

. TEXKKH BHE3ANMHH alepriuHy peakuru (aHaQUNaKTHYEH LWOK), aHaGHIAKTHUYHA PEaKLIHA,
CBPBXYYBCTBUTESTHOCT

. yaap, rnapodosue

. CbpJeueH NMPUCTHN (OCTbP MHOKApAEH HHPAPKT), ChpliedHeHe (Taxukapaus)

. aprepHaiiHa TpomO03a, BeHO3Ha TpoMOo3a, CnajaHe Ha KPLBHOTO HANATAHE

3a4€pPBABAHE HA KOXaTa

. 3anyiisaHe Ha 6enoapobeH cba OT KpbBEH cheHpek (benoapodHa emb He,
3a1yX (AUCTIHEA), XpHUTIOBE "

. MOBPBLLAHE, HEPA3NONOXKEHHUE (raeHe)

. KOTIPHBHA TPECKA MO LSAOTO TANO0 (YPTHKAPHA), 3a4epBABAHE HA KOXKa a%

3auyepBABaHe), chpOex (NpypUTyC)




. onpeaeneHo ObOpeYHO HapYLLIEHHE ChC CUMIITOMH KaTo MOAYBAaHE HA KJIENAYHTE, THLETO H
AONHHUTE KPAHHULIM ¢ NOKaYBaHE Ha TeryIoTo U 3aryba Ha DenThbK ¢ ypuHaTa (He@poTHueH

CHHAPOM)
. MOBULIEHA TeMnepaTypa (NUpeKcHs)

CneHUTE HexXellaHW peaKUMKU ca HabnaaBaHy clie MYCKAHETO HA Ma3apa Ha APYrd KOHLEHTPATH ¢
NpoTPpOMOHHOB KOMILIEKC:

. MoayBaHE Ha JIMLETO, €3UKa M YCTHUTE (AHMTMOEAEM), KOXKHA YYBCTBUTETHOCT KATO H3rapsHe,
yboxaaHe, cbpdex, u3TpbnBaHe (napecre3vs)

. peakUMK Ha MACTOTO HA HH(Y3HATA

. neraprus

. 6e3noKOHCTBO

Cho0maBaHe HA HeXeJIAHH PeaAKUHH

AKO MONYyYHTE HAKAKBH HEXKEJaHW JIEKAPCTBEHM peakuUMH, yseaomere Bawug nekap vnav MeOUUMHCKA
cecTpa. ToBa BK/IIOMBA BCHYKH Bb3MOXKHHM HEOTNMCAHH B Ta3H JIMCTOBKA HEXKEAHH peakudn. Moxere cbIlo
Aa CHOoOLIMTE HEXKENMaHHW PeaKWH JUPEKTHO Ype3 HaUMOHANHATa cUcTeMA 3a choblaBane B ManbauuTenHa
areHlus no Jjekapcreara, yn. ,JlamsH 'pyes” Ne 8, 1303 Codmns, Ten.: +359 2 890 3417, yebcaiir:
www.bda.bg. Kato chobluasare HexenaHH peakuuH, MOXKETE Ja JafeTe CBOS NMPHHOC 32 NoJy4aBaHE Ha
noseye HHPopMauug OTHOCHO 6€30MacHOCTTa HA TOBA JIEKAPCTBO.

5. Kak aa coxpausBarte Ilporpomnaexe Toran NF

Ja ce cbxpanaa B xnaguiaHuk (2°C-8°C). [a He ce 3ampa3ssiea.
ITa ce cbxpaHABa B OpUrHHANIHATA ONAKOBKA, 3a Ja Ce Npeanasy OT CBET/IMHA.

J1a ce cprxpaHsBa Ha MACTO, HEJOCTLITHO 3a Aela.

He n3nonseaiite TOBa IEKApPCTBO CAeA CPOKA Ha MOAHOCT OTOEM2aH BbPXY €TUKETA U KAPTOHEHATA Ky THA
cnea ,,J OAEH J1O:”. CpokbT Ha rOQHOCT OTroBaps Ha MOCMERHUA J€H OT NMOCOUYEHHUS MECEL.

[Tporpomnneke Toran NF moxe aa ce chxpaHnsBa Ha ctaiiHa Temnepatypa (Makcumym 25°C) camo
BeIHbXX B pAMKHTE Ha CPOKA HAa NOAHOCT 34 LIECT Meceua. 3aluilieTe HavyaloTo U Kpas Ha Mepuoaa Ha
CbXpaHeHHE Ha CTaifHa TeMMepaTypa BbpXY OMakoBKaTa Ha npodykra. Bue Tpabea 1a u3nonseare
IMporpomnaekc Toran NF B pamkute Ha Te3n 6 Meceua. He spbuaiite [IporpoMmnnekce Toran NF

oOpartHo B xnaauaHuk (2°C go 8°C).

["oToBMSAT 3a ynioTpeba pa3TBop TpaOBa aa ce ynoTpebsaBa BeaHara.
He u3xpmpnsiiTe nekapcTBaTa B KaHaU3alMATA WM B KOHTeHHepa 3a AomatiHy otnaasum. [onuranre
Baluua papmaueBT Kak Aa H3XBBLPIIATE 1€KAPCTBATA, KOMTO BEYE HE M3MON3BATE. T€3H MEPKH LUE
CMOMOrHAT 3a ONa3BaHe HA OKOJIHATa cpena.

6. ChabpKaHHE HA ONMAKOBKATA H JONbLJAHHTEIHA HHPOPMALHA
Kakpo cbaspixka IIporpomniexc Toran NF

[lpax:

¢ AKTMBHOTO BEUIECTBO € YOBEIUKH MPOTPOMOUHOB KOMIIEKC, CbABPXKALL HOBCHH ANAUOHHH
dakropu II, VII, IX u X u npoteun C. '

Ha (1aKoH cien paz ;
CTEPUIH3HPAHY BB
U \




Yosewmxu KoarynaodeH pakrop Il 450 - 850 22,5 -42,5
YopelkH koaryaauuones ¢akrop VII 500 235
YoBellIkH KoaryaauHoHeH gakrtop 1X 600 30
Yopelnky Koarynaunones ¢axkrop X 600 30

Eaun ¢rakoH cbaspxa Haii-Manko 400 IU npoteus C, npeyncTeH EAHOBPEMCHHO C (paxTopUTe HA
KpBbBOCBCHPBAHETO.

JIpyruTe CHCTABKH Ca HATPHEB XJIOPU/, HATPHEB UMTPAT AUXHAPAT, XCIIAPHH Hatpuit (0,2 - 0,5 IU/TU
daxrop 1X) n anrurpom6un III 15 - 30 TU Ha daxoH (0,75 - 1,5 IU/ml).

Pa3TROpUTEN:
Crepunu3HpaHa BoJa 32 HHXXCKINH.

Kax naraexaa Iporpomnaexc Toraa NF H KaKBO CbAbPKA 0NAKOBKATA
IIpax ¥ pa3TBOPHUTEN 32 MIDKEKIHOHEH PasTBOP.

ITporpommutekc Toran NF e 641 1o 61enoKbAT, THODWIH3MPAH Npax WK KOMIIAKTHA CyXa cyOcTaHLyS.

Cnen pasteapaue pH Ha pastBopa € 6,3 10 7,5 1 OCMONAPUTETHT € HE [0-HUCBK OT 240 mosm/kg.
Pa3TBOpBT € OUCTHP WIH JIEKO OMNANECLICHTEH.

[Ipax®sT ¥ Pa3TROPHUTENAT Ca B EAHOM030BH (PIIAKOHH OT CTHKIIO (xupponutHuex kiac I v knac |
pecnekTHBHO). PIaKOHHUTE Ca 3aTBOPEHHU C MYMEHH 3aITyIIAKH OT OyTHIOBA r'yMa.

ChbabpxaHue HA ONIAKOBKATA:
e 1 dnakon ¢ ITporpommaekc Toran NF 600 IU npax 3a HHKEKIHOHEH pasTBOP
e | dmakoH ¢ 20 ml cTepraM3MpaHa BOAA 3a HHXKEKLUH
e | CIIpHHIOBKA 33 €QHOKpaTHA ynoTpeda, | Hria 3a €1HOKpaTHa ynoTtpeba, 1 agpupalia uraa, 1
urna tur 6eTepdaait, 1 puntbpya urna, 1 TpancdepHa uria

[oneMHHAa HA OITAKOBKATA:
1 x 600 IU

[IpuTtexaren Ha pa3pelleHHETO 3a ynoTpebda:
Baxalta Innovations GmbH

Industriestrasse 67

A-1221 Vienna, ABCTpHA

[IpouszsoanTen:

Takeda Manufacturing Austria AG
Industriestrasse 67

1221 Vienna, ABCTpHA

To3u NeKapcTBeH MPOAYKT € pa3pellieH 3a ynorpedba B AbPXKaBHTE-WIeHKH HA EHII nox cienHnTe
HMEHA!

ABcTpHs Prothromplex TOTAL 600 LE. Pulver und Lésungsmittel zur Herstellung
einer Injektionslosung

Benrus, JiokceMOypr Prothromplex 600 UI, poudre et solvant pour solution injg

bruarapus Prothromplex Total NF 600 IU /A >

Yemxa pemyGnuka, [lommua | Prothromplex Total NF /&

Hanus, Hopserus, Prothromplex

[opTyranus

Ecronns, ['eplius Prothromplex TOTAL

['epmaHus Prothromplex NF 600

1




YHrapus Prothromplex TOTAL 600 NE

Upnauagusa, Manra, Prothromplex TOTAL 600 IU

O6eanHeHO KpalICTBO

Utanus PROPLEX

JIutea Prothromplex 600 TV milteliai ir tirpiklis injekciniam tirpalui

JlaTBus Prothromplex TOTAL 600 SV pulveris un Skidinatajs injekciju skiduma
pagatavosanai

Huaepnanaus Prothromplex 600 IE poeder en oplosmiddel voor oplossing voor injection

PyMbHHA Prothromplex TOTAL 600 UI pulbere si solvent pentru solutie
injectabila

CnoBaKus Prothromplex NF 600 IU

CrnoeeHus PROPLEX 600 i.e. pradek in vehikel za raztopino za injiciranje

Hcnianus Prothromplex Total 600 Ul

JlaTa Ha NOCJ€AHO Npepa3riexaane Ha JucToBkata 02/2025
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[Mocoyenara no-gony HudopMaLua € rnpeaHa3HayeHa caMo 32 MEJTMUMHCKH CNIELHATUCTH:

J03HpOBKA H HAYMHH HA NPHI0XKCHHE

gﬂiﬂl poBka

OcBeH 3a Je4eHHUETO Ha KPbBOU3JIMBH H NEPUOINepaTUBHA NMPOoMHIAKTHKA HA KPBBOU3IKBH MO BPEME Ha
neyeHue ¢ BHTaMHH K-aHTaroHUcTH, no-a01y ca AaieHH caMo oO1uM HaCOKH 3a 03UpaHe.

Jleyenneto TpAOBa na 3anouHe noa HaAONKAEHUETO HA NEKAP € OMHT B TEPANMATA HA KOATYIALUMOHHHUTE
HapyuUIEHHA.

Jlo3HpOBKaTa Y MPOIBLAKUTEIHOCTTA Ha 3aMECTBALOTO IEYEHHUE 3aBUCAT OT TEXKECTTA Ha
KOaryJauMOHHOTO HapyLllIeH!e, OT JOKATM3aUuuMaTa U CTENEHTa Ha KPbBOU3/IKBA H KIIMHHYHOTO CbCTOSAHHE
Ha NauHeHTa.

Jo3upoBKaTa ¥ YECTOTATA HA NPHAOKEHHE TPAOBA BUHAIHW 1A CE U3UYMCAABAT Ha Da3a HHAUBHAYAIHOTO
CBHCTOSHHE Ha nauuenTa. Jozosute uHTEepBay TpadBa Aa OBLAAT KOPUTHPAHU KbM pa3IMUHHUTE BPEMEHA
Ha MONYXHBOT B KpBBOOOPpalllEHHETO HA PA3IMYHHATE KOAryJauMOHHH QaKTOPH B MPOTPOMOUHOBUS
KOMILIEKC.

H3uckpanusita KbM HHIWBHAYANHAaTa AO3HPOBKA MoraT ga 6baaT onpeaeneHy caMo Bb3 OCHOBA Ha
PEAOBHOTO ONpPeAENIHE HA MHAHUBALYATHUTE MNAa3MEHH HUBA HA KOArynauHOHHHTE QAKTOPH,
npeJCTaBNABAlH HHTEPEC, HAK HA ODLIIOTO H3C/eABAHE HA HUBATA HA NPOTPOMOUHOBHUA KOMILIEKC (Hanp.
Quick’s time value, INR, nporpoMOHUHOBO BpeMe) U HENPEKBCHATO MOHUTOPHPAHE Ha KIMHHYHOTO
CBCTOAHHUE HA NalUHEHTA.

[Ipu rojieMu XMpyprutecki HHTEPBEHIIMHK OT CHILECTBEHO 3HA4EHHE € [IPELUM3HOTO MOHMTOPHPAHE HA
3aMECTHTENIHATA Teparnus Ype3 KoaryJlauMOHHHW aHanu3u (aHaIK3 Ha CneurMdrIHU KOary1aunoOHHH
dakTopH W/unu obLLUU U3CNEIBAHNA 32 HUBA HA NPOTPOMOHHOBHS KOMILIEKC).

KpBbBOU3AUBH M NEPUONEPATHBHA NPOPUIAKTUKA HA KPHBOTEUEHUE MNPH JEYEHHE C AHTATOHHUCTH HA
eUTaMuH K:

Ilpunara ce cneaHoro npauno: 1 IU ¢pakrop IX/kg TenecHo Terno nosuuiasa
oxono 1%.

Ako nipunoxeuuneto Ha [lporpommnnexkc Toran NF ce 6azupa Ha usmepeaHus Ha" AQ3aTa e 3aBHCH
ot INR npeau 3anousaHe Ha neveHUeTo W ot TapretHara INR. '\’%ﬁ /

8



TpabBa Aa ce C/IeABAT NPENOPLUUTENHHUTE JO3H OT TabaMuaTa no-101y, Clopez npenopbKaTa HanpaseHa
B myGnukaumsarta Ha Makris u cu1p. 2001,

Jo3npane na Hporpomnaekc Toran NF cnopen nupsonauanno nimepenoro INR
INR Ho3a
1U/kg (IU e 3a ®akTop 1X)
2,0-3,9 25
4,0-6,0 35
>6,0 30

KopekuysaTa Ha HapyuleHaTa XeMoCTa3a, MHAyLMpaHa OT aHTaroOHUCT Ha BUTaMHuH K ce 3anasba
npudau3nTenHo 6 - 8 uaca. Bee nak, edekrnte oT BUTaMHH K, ako € npHiokKeH €RHOBPEMEHHO,
O0OMKHOBEHO C€ NMOCTHraT B paMKUTE Ha 4 - 6 vaca. ETo 3au0, NOBTOPHO NEYEHUE C HOBELUKH
npoTPOMOHHOB KOMILIEKC OOMKHOBEHO HE C€ HA/IAra, KOrato € npunoxkeH ButaMuH K.

ToHH KaTO TE3H NPENOPBLKH €A EMITUPHUYHH Y Bb3CTAHOBABAHETO M NMPOABLIKHUTENHOCTTA Ha epeKTa Morat
aa sapupaT, MoaHTOopspanrero Ha INR no speme Ha J1eyenneTo € 3a1Bb/KHTEJIHO.

KpLBOH3AHBY U epHONEPaTURHA NpodunakTHKa Ha BpoaeH AeHULMUT HA HAKOH OT BHTaMHH K
3aBUCHMHTE KOAryJalMOHHW GaKkTopu, KOraTo He ce pa3nojara ¢be cneuudHyeH KoaryiaumoHeH

gbawrog:

U3uncneHnaTta HeoOX0aUMa 103a 3a JIEYEHUE C€ OCHOBABA HA EMITHPUYHO YCTAHOBEHHUA (aKT, He
npudau3utento 1 IU daxrop IX Ha kg TenecHo Tersio NoBHLIaBa aKTUBHOCTTA Ha rU1a3menus gaxrop [X
¢ okono 0,015 IU/mi; n 1 IU dakrop VII na kg Tenecno terno ¢ okono 0,024 IU/ml. Eana IU dakrop 11
uian X Ha Kg TeslecHO TerJo, MoBHILIABA aKTUBHOCTTA Ha ruiazmeHus ¢akrop I mim X ¢ okono

0,021 IU/ml>,

[TpunoxeHaTa 4032 OT cNEUUPUUHUAT KoarynaunoHeH GakTop ce M3pa3fBa B MEXKIYHAPOIAHH €AUHHLH
(IU), koUTO ca CbOTHOCHMH ¢ aKkTyanHua ctaHaapt Ha C30 3a Bcekd pakTop. AKTHRHOCTTA B [Ula3Mara
Ha cneuUUIHUA KoarylauHOHEH (aKTop ce W3pa3sBa UIH B NPOUEHTH (OTHOCHO HOPMAanHa YORELIKA
naasma), WiH B MEXKIYHAPOAHH €AWHHUM (COPAMO MEXIYHAPOAHUA CTAHAAPT 3@ KOHLICHTPATH Ha
crneuudUuuHua GakTop).

|. Makris M, Watson HG: The Management of Coumarin-Induced Over

Anticoagulation Br.J.Haematol. 2001; 114: 271-280

2 Ostermann H, Haertel S. Knaub S. Kalina U, Jung K, Pabinger I. Pharmacokinetics of Beriplex P/N prothrombin complex
concentrate in healthy volunteers. Thromb Haemost. 2007; 98(4):790-797.

Eana mexayHapoana eauHuua {(IU) akTuBHOCT Ha KoarynaudoHeH ¢axkTop € €KBHBAJEHTHAa Ha
konu4ecTsoTo B 1 ml HopManHa vosewka miasma. Hanpumep u3uMclieHHeTo Ha Heobxoaumara 103a
¢dakTop X C€ OCHOBaBa Ha EMIUPUYHO YCTaHOBEHUA ¢akT, dye | mexaynapoana eannnua (1U) gakrop X
Ha kg TenecHo Terno noBULUIaBa akTHBHOCTTA Ha rnasMeHus gaxkrop X ¢ 0,017 IU/ml. Heobxoaumara no3a
ce orpeaens KaTo ce U3NOJ3Ba cllieHara gopmMyJia:

HeoOxonumu eTHHHIH = TeJ1eCHO TerJio (Kg) X se,1aHO NOBHINABAHE HA PaKTOPp x 60,
kbaeTo 60 (ml/kg) e peuMnpoyHaTa CTOIMHOCT Ha U3YMCJIEHOTO Bb3CTAHOBABAHE.
WHIMBHAYATHOTO Bb3CTAHOBSBAaHE, Ta3H CTOMHOCT TpsA0Ba Ja ce U3I10/I3Ba NpH

MakcyuMmanHa eIHOKpaTHa 103a:




3a na ce kopurupa INR He e Heobxoaumo aa ce Haasuiasa nosata ot 30 IU/kg tenecHo teryo. Axo
TEXECTTa HA KPbBOH3IMBA HAJ/IAra MpUIoKEHHE Ha NO-BUCOKA 034, JIEKYBAaWHAT ekap TpadBa aa
NMpeUeHH CbOTHOLLEHHETO NON3a /PUCK.

[leauaTpuuHa nonynauus

BezonacHoctTa ¥ edpukacHocTTa Ha [poTpomnnekce Totan NF npyu neaHaTpuyHH nauueHTH He e
YCTaHOBEHA B KJIMHUYHH W3NMUTBaHUA Ha Baxter.

BiaumopelicTBUE ¢ APYTH JIEKAPCTBEHU NPOAYKTH M APYTrH GOpMH Ha B3aUMOAEHCTBHE

AKo ce npuiioxat BUCOKH A03M [IpoTpoMnnexc Toran NF, npu nposexaaHe Ha UyBCTBUTENHH Ha
XeMapHH U3C/eABaHUS Ha KPbBOCHCHPBAHETO, TPAOBA 1a c€ HMA NPEABHA ChbAbPKALIHA CE B
NIEKAPCTBEHUSA TPOAYKT XENapHH.

He¢tHLBMECTHMOCTH

To3u NekapcTBEH MPOAYKT He TpaOBa na ce ¢cMecBa ¢ ApYTH JIEKAPCTBEHKW NMPOAYKTH, ¢ U3KINIOYEHHS Ha
MPUTOXKEHUSA Pa3TBOPHUTEL.

KakTo npy BCHYKH NPOAYKTH, CbABPIKALINA KOAryJauHOHHH (PaKkTOpH, ePpEeKTUBHOCTTA U MOHOCHMOCTTA
HA JIEKapCTBEHHMS MPOAYKT MOraT [a c€ MOBIUAAT OT CMECBAHETO WM C JIPYTH IEKAPCTBEHH NPOAYKTH.
[lpenopbuBa ce Aa ce NpoOMUE OOIMAT BEHO3EH NBT ¢ U30TOHWYEH Pa3TBOP HA HATPHEB XJIOPH/ MNPeaH
unu cnexa ynorpebara Ha [lporpomnnexce Toran NF.

CneuHaJIHu npeana3HH MepKH NPH U3XBbpaaHe H pabora

3a nosiyyaBaHe Ha pa3TBOpa TPAOBa Aa ce U3NON3Ba CAMO ChABPIKALLUAT CE B OMNAKOBKaTa KOMILIEKT 3a
pa3TBapsHe.

[Tporpommnekc Totan TpAGBRa 1a ce pa3TBRapa caMO HENOCPEACTBEHO Npean NpuioxkeHHue. Pa3TeopeT
cnel Toa TpAOBa Aa ce uanonisa He3abarHO (Pa3TBOPBT HE CHABPKA KOHCEPBAHTH).

Pa3tBopbT € OUCTHD WM neko onanecueHTe. [Ipeay NpuaoKeHHe BUHArK NpoBEPABAHTE NPUIOTBEHHS
Pa3TBOP BH3ya/IHO 33 HACTHLIM W 3a NPOMAHA Ha UBeTa. MBbTHHM MK ChAbPXKAILH YTalKH pa3TBopH TpadBa

Ja C€ UIXBBPIIAT.

PHBTHEIPHHE Ha MNMpaxd 3d HHXKCKUIWHOHCH Pa3TBOP.

Uznon3zealiiTe acenTHUYHA TEXHUKA!

l. 3aTonneTe HEOTBOPEHHA (DIAKOH € PasTBOPUTENA (CTEPHIHU3UPAHA BOAA 3a HHIKEKLIMH) HA CTaHHA
WK TeJiecHa Temneparypa (Makcumym 37°C).

2. Ceanere 3alUMTHHTE KanadkH oT JiakoHa c npax W ¢uiakoHa ¢ pasteopuTen (pur. A) U noyucteTe
FYMEHHTE 3anyulaiky Ha aBaTa ¢paaKoHa.

3. Caanere 3allUTHUAT FpeANa3dTel OT €AUHHA Kpalh Ha npuaokeHata TpaHcdepHa Hria upes
3aBbPTaHE U U3ALPINIBAHE H BLBEAETE UrJlaTa rpe3 ryMeHarTa 3amyaika Ha /1aKkoHa ¢ pa3TBOPHUTENS
(¢ur. b u B).

4. CafeTe 3alUTHUAT Npeana3nTe OT ApYrus Kpai Ha TpaHc(epHaTa Uria, KaTo BHUMAaBaTe J1a He
JIOKOCHETE OTKPUTHA Kpa#!

5. O6bpHeTe d1akOHA C Pa3TBOPHTENA HAA (PlaKoHa € npaxa H BbBEAETE Kpas 43~ : urna
fpe3 ryMeHara 3amnylanka Ha ¢pnakoHa ¢ npaxa (gur. I'). PaztBoputenart pf€ §SAC #are
d1aKOHa ¢ Mpaxa Ypes BaKyyM. I/ A

6. Paznenere aBata dnakoHa upes U3BaxKaaHe Ha TpaHCeEpHaATa urna 3aeay ﬁ v
pPa3TBOPHUTENA OT (nakoHa ¢ npaxa (¢ur. J1). BHuMaTenno paskiarere ¢ a'q npiwg W7
Pa3TBOPHTENA, 33 /1a C€ YCKOPH pPa3TBapsHETO. RIS L

7. Cnea mbjIHOTO pa3TBapsHEe HA Mpaxa BbBeAeTe NMPUICHKEHATa acpypalla v("ﬂ}utﬁla__)u, K
obpa3zysaHaTa nsHa 1ie u3uesHe. Mspanere acpvpaluara vrna. W
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UnakekTupaHe/MHY3U:

[Tpenm npuiokKeHHe NPUroTBEHUAT pa3TBOP TpsAOBA BUHAIHW J1a C€ NPOBEPSBA BU3Ya/lHO 3a HAJIMYHETO Ha
YaCTHULIM UJIK 3a MPOMAHA B LIBETA.

HMU3nonzeakite acenTtuyHa TexHuka!
] CBajieTe 3alUIMTHUAT Npe/ana3uTes OT €/IMHUA Kpak Ha MpujioKeHara (puaTbpHa Urna ypes
3aBbPTAHE U U3AbLPIBAHE U A MIOCTABETE BbPXY CTEPHIIHA CIIPUHLIOBKA 3a €/IHOKpaTHa yrotpeoa.

Usrernere pazreopa B cnpuHuoBkara (¢ur. JK).
Pa3nenere cripyHiloBKaTa ot (pUATLPHATA UIJ1a M TIPHIIOKETE pa3TBOpa OABHO HHTPABEHO3HO

(MaKCUMaJIHa CKOPOCT Ha UH(Y3U/UHKEKTUpaHe: 2 ml B MUHYTA).

dur. A Gur.b  Our.B Our. I’ Dur. /]l Dur. E Dur. XK

2
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Cren npuIoKeHUe U3XBbPIIETE BCUUKH pa3rieyaTalH UIJIK 3a€/IHO CbC CINPHHIIOBKATa W/H/IH CUCTEMATA
3a MH(Yy3Kus ¢ onakoBKara, 3a ja He ObAaT M3JI0KEHHU HA OMACHOCT JAPYIH JIMLA.

HewusnonsBaHusT JIEKAPCTBEH IMPOAYKT HWJIH OTHAABYHHUTC MATCPHAIH OT HCI'O TPHGBH Add CC U3XBDLPJ/IAT B
CbOTBETCTBHE C MCCTHHTC U3HUCKBAHHA.

Besako npunoxenue Ha [porpomruieke Toran NF tpsadBa 1a ce 10KyMeHTHpa B HCTOpUATA Ha
sa0oasBaHeTo (U3), nocpeacTBOM MPUIIOKEHUTE caMO3aJielNBalllk C€ ETUKETH.
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