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IIpoyereTe BHMMATE/IHO NAIATA JIMCTOBKA MPE/IH 1 3ANI0YHETE JeYeHHE ¢ Punrep Co¢apma.
- 3amnasere Ta3d JMCTOBKA. MOsKe Jja Ce HAJIOXH 1a 51 [IPOYETETE OTHOBO.

- AKO HMaTe HAKaKBH JONBJIHUTEIHH BBIIPOCH, nonuraite Baiwusa JIEKap HJIH MEIHLHHCKa
cecrpa.

- Toa nekapcTBo € npeanycaHo eIMHCTBEHO M TMYHO Ha Bac. He ro NPeOTCThIBalTEe HA APYTH
xopa. To MOjKe 1a UM HaBpeH, HE3aBUCHMO Ye NPU3HALINTE Ha TAXHOTO 3a60/15BaHe ca ChLIHTE
kato Bamwure.

- AKO MONTyYHTe HAKAKBH HEXETaHH JIEKApCTBEHH peakluH, yBeaoMeTe Baimns nekap wid
MeJHLIHHCKA cecTpa. ToBa BKIIOYBA MU BCHUYKH BBH3MOKHH HEKEIaHM peakLMM, HEOTTHCAaHH B
Ta3u JJMCTOBKA. Bikre Touka 4.

KakBo cbIbpka Ta3H JIHCTOBKA:

1. Kakso npencrasnssa Punrep Codapma uHdy3HoHeH pasTBop H 3a KAKBO ce H3MOM3Ba.
2. Kakeo Tps6Ba na 3Haete npenn na npremere Ha Punrep Codapma HH(}Y3HOHEH pa3TBOp
3. Kak na npuemarte Punrep Codapma undysuonen pasrsop

4. Bb3MOXKHH HEXKEIAHH PeaKLiHH.

5. Kak na cexpanssare Punrep Codapma undysuonen pasteop.

6. ChAbprkaeHHEe Ha OMAKOBKATA M JOITb/IHUTENHA HH(OPMALIHS.

1. Kakso npecrapasiBa Punrep Codapma undysnonen Pa3TBOP H 32 KAKBO Ce H3M0/3BA

Punrep Cogapma unby3HOHeH pasTBOp € BOAEH pa3TBOP HA HATpHEB XJIOpHJ, KalHeB XJIOPHI W
KaJIUMEeB XJIOPHA AUXHApAT. JIekapcTBEHHAT NPOAYKT ce npuiara:

® npH fAexuapaTauus (3aryba Ha BoJa) M CBbP3aHaTa ¢ ToBa 3ary6a Ha colu
®  KaTo M30TOHHYEH 3aMECTHTEJ, NPH 3aryba Ha eKCTpalle/lyJapHa TEYHOCT

®  KaTo Hocell Pa3TBOP 3a CbBMECTUMH JICKApCTBEHH NMPOOYKTH.

2. KakBo TpnbBa 1a 3HaeTe Npeay 1a NpHeMeTe HA Punrep Codpapma undysnonen parsop
JlekapcTBEHMAT MPOMYKT He Ce MPUIIAra WK ce MpHIIara ¢ MOBHILEHO BHUMAHHE B ClTyyaHTe Ha:
® 3ary0a Ha TEYHOCT MpPH 3aMa3eHO ChAbPKAHKE HA COH

® CBCTOAHHE, NB/DKALIQC CE HA MOBUILIEHO KOJHYECTBO TEYHOCT U3BBLH KJIIETKHTE




¢ mo-roasM obeM Ha KPBB B KPHBOHOCHHTE CHAOBE

s octpa 6bOpevYHAa HENOCTATLYHOCT

e GenoppofHa HENOCTATHYHOCT WM 38IPEHKKA HA TeYHOCT B Genure apobose

® HEKOMIEHCHpaHa ChpeYHa HelOCTaThYHOCT

e uepHOAPOOHO 3a00NABaHE BOACILIO A0 3aIPBHKKA HA TEYHOCT B KOpeMa

¢  IIpH NOBHILEHH HHBA HA COJIHTE, KOMTO BJIH3AT B ChCTaBa HA NPOOYKTA.
Yuorpe6a ¢ Xpasn B HAOHTKH
JleKapcTBEHMAT NPOAYKT C€ NMPHIAra HHTPABEHO3HO, 10 JIEKAPCKO MPEAITHCAHHE,
BpemennocT, KbpMeHe H GepTHARTET
HMocweeTBaiiTe ce ¢ Bamms nexap npen ynorpe6aTta Ha TeKApCTBEHUA MPOAYKT.
Hlojpupane 1 pabora ¢ MAIIEAH

HaMa naHHM JIeKApCTBEHHAT MPOAYKT Aa MOBIHABA cIOcOOHOCTTa 3a paboTa ¢ MaIIHHH M AeliHOCTH,
CEBP3aHH ¢ Wwodupaxe.

IIpuem Ha APYTH JEKAPCTBEHH NPOAYKTH

Mons, yBenoMere Baiuud nekap ako NMpHEMaTe WIH O CKOPO CTe NPHEMATH APYTd JIEKAPCTBEHH
TIPOAYKTH, KaTo:

¢  CBHpASYHH NTHKO3HIH (IHTHTATHC WIH JUTOKCHH);
® KOPTHKOCTEPOHAH;
e  xapGEeHOKCOMOH (M3MOM3BAH 34 ICHEHHE Ha 43Ba HA CTOMaxa);

e jekapcTBeHH MPOMYKTH, KOHTO MOTAT Aa AOBEHAT A0 MOBHIIEHO HHBO Ha KamHit B KpbBTa (32
neveHHe HA XWIEPTOHHA - Kanuii-chxpaHasamy auypetHud, ACE unxubutopu, ARB),
TAKPOIHMYC, IHKIOCITOPHH.

3. Kak na npaemare Prarep Copapma REdpy3InOHRER pasTBoOp

JlekapcTBEHMAT MPOAYKT € MpeaHasHa4eH 3a OONHUYHA YyNoTpeda 1 MpHIaraHeTo My ¢ KOHTPOIHpa OT
MEIULMHCKH IEPCOHaN. PasTBOPBT Ce MpHiara 4pe3 HHTPaBEHO3HA HHY3HA.

PasteopbT TpuGBa ga ce H3MONM3BA CaMo, ako ¢ OMCTbp, OeslBereH, 6e3 BHIMMM YacTHIH H C
HeHapylleHa IUUTOCT Ha onaxoBkara. Jla ce npuiara HemocpeACTBEHO CJiell CBBbp3BaHe Ha
caka/OyTWIKaTa cbC CHCTEMaTa 3a HHY3HS.

TIpu Heo6XOMUMOCT OT KPHBOTIPENHBAHE, PA3TBOPET HE TPAOEA a ce BJIMBA Npe3 ¢bliaTa HH}Y3HOHHA
CHCTEMa NMopajgH PHCK OT Koarynarus.

BuBexAaHe HAa TO-TONAMO KOJHYECTBO pa3TBOp WWIH C MO-TOfSMa CKOPOCT Ha BIHBAHE OT
HEOOX0AHMOTO, MOXKE Nla AOBede A0 HAKOH OT CNieNHWTe CHMITOMH: OTOLM, MyCIyiaHa cnabocr,
H3TPBIBAHE HA PbLE M KpaKa, apHTMHA, 3a0aBeH IyJc, rajieHe, HaMa/1ABaHe Ha aneTHTa, (I0BPhIaHe,
KopeMHa 60nKa, 00BLPKAHOCT U APYTH.

Hakoit oT Te31 CHMITTOMH MOXeE [1a ¢¢ Ib/DKH M Ha J00aBeHHA B CHCTEMATA JIEKAPCTBEH NPOAYKT.

H3HCKBAHHA.




4. Bo3MOXHHE Hexe/IAHH PpeAKIHA

Kakro BoMukd nexapcTeenu npoaykTH, PuHrep Codapma uudy3HoHeH pasTBOp MOXKe 18 NPEAH3BHKA
HEXKENIaHH NIeKapcTBeHH peakunM. HexenannTe peakiiy ce KIaCHPHLUMpAT 10 4eCTOTAa N0 CAEAHUS
HAYMH: MHOTO 9ecTH ( > 1/10), yectn: (> 1/100 u < 1/10), neuectu (> 1/1 000 u < 1/100), peaxu ( >

1/10 000 u < 1/1 000) u MHOrO peaku ( < 1/10 000), BICTIOUHTENHO eUHHYHNA CHOOLIEHMS.

BB3MOKHH HeXKellaHH PeaKkLHH ca:
®  XMIepXHApaTallMs NPH ChpOevHo 3abonssaHe Wik GenoapoeH oToK;
¢  eNeKTPOJHTHH HAPYIICHHA ITPH ITPOMAHA HA MeTaGONTH3MA H XPaHEHETO;

¢ peaKIMH IBVDKALIH ce Ha HauHHAa Ha TpWIOKEHHe (3adepssBaHe, (eCpuaHa peakius;
HH(eKLHs Ha MACTOTO Ha IPHIIOKEHHE; JlokaHa GoJIKa; BEHO3HO JpasHeHe; BEHO3Ha TpoMG03a
WM QriebuT, 3an04Ball 0T MACTOTO Ha MIPWIOKEHHE; HABTA3AHE HA PA3TEOPA B THKAHHTE OKOJIO
BeHATa).

Jlpyrn Hexenanu peakuud Morar aa GBnaT cEBp3aHH M ¢ N0GABAHHTE KBM PasTBOPa JTEKAPCTBEHH
NPOOYKTH.

CrobmaBaHe Ha HeXENAaHU PeakUMH

CpobuaBaHeTo Ha MOJO3MPaHH HEXKEAHH PeaklMH Cliel paspelaBaHe 3a ynoTpeba Ha JIeKapCTBeHHS
NPOAYKT € BaxXKHO. TOBa MO3BONABA 1a HPOABIIKH HAOMONEHHETO HA CHOTHOWEHHETO MON3a/PHCK 38
JIEKapCTBEHHA NPOAYKT. OT MEMUMHCKHTE CTICLHANTHCTH Ce H3UCKBA a ChOBIaRaT BCAKA MONO3HPaHa
HexXKeJlaHa peakLis Ha:

H3menHuTeHa areHIMs 10 JieKapCTBaTa

ya. ,Jlamsan I'pyes” 8, Copus 1303, Ten. 02/890-34-17, www.bda.bg

5. Kak na cexpanseate Puarep Codapma Hadysuonen pasrsop
Jla ce cexpanara nox 25°C.

Jla ce cpXpaHABa Ha MACTO, HENOCTHIIHO 3& JeLia.

Cpox Ha TOAHOCT: 2 (1B€) FOAMHH Clie] JATATA Ha NPOH3IBOJACTBO.

He usnonssaiite ToBa JIeKapCTBO /16l OCOYEHHS CPOK HA TONHOCT, OTOEITIaH BEPXY ONIAKOBKATA.

6. Coabpikanne HAa ONMAKOBKATA H JODbIHHTEIAR HHGOPMATHS
Kaxso cuabprka Puarep Codapma uudy3uoHeH pastsop
AKTHBHHTE BeIIeCTEA ca:

Hatpues xnopun 8,6 g/l,

Kanues xnopun 0,3 g/,

Kamuuer xnopua nuxuapar 0,33 g/l

Jpyra cberaBka e:

Bona 3a wmkekunn (Water for injections)




Punrep Cotdapma uHdy3HOHEH pa3TBOP ce mpejiara B 1Ba BHAA OMaKOBKH:

¢ nonunporuieHos cak Propyflex Tubular PP - 100 ml, 250 ml, 500 ml, 1000 ml ¢ HakpaitHuxk,
CBCTOALL ce OT nonukapbonaTHa ¢yHWA, CHBA KaydyKOBa 3amyllaika M Npo3padHa
NOMHIPONHICHOBA 3alllHTHA KarnaiKa.

¢ nonunponuwneHoBa Gytunka PP PCGRO2 00900 - 100 ml, 250 ml, 500 ml 1 xanauka ¢
TEPMOTJIACTHYEH JUCK 32 CBBP3BaHE ¢ HHQY3IHOHHATA CHCTeMa W MpU0ABTHE HA JIEKAPCTBEHH
NPOIYKTH IPH HeoGX0NMMOCT; ATYMHHHEBO 3AINHTHO (GONHO,

Hpurexaren HAa paspemenHeTo 38 ynorpeba
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Aata Ha H0C/IeAHO Ipepasraen/jane HAa JHCTOBKATA {MM /rr} MapT 2026 r..

ITocogenara no-goay mrdopManBs € NPpeJHATHAYCHA CAMO 38 MEJANHACKH CTICHHATHCTH:
VYka3zanna 3a ynorpeba:

Punrep Cogapma TpaGba Na ce H3MON3B& CaMO, KO PasTBOPBT € OHCTHP, Ge3uBeTeH, 6€3 BUAMMH
YaCTHUM H ¢ HEHapyIEHa LANOCT HA OMaKOBKaTa. Jla ce npHnara HEMOCPEACTBEHO CJiel CEBP3BaHe Ha
caka/6yTHIKaTa Cbe CHCTEMATa 3a MH(Y3uA. PasTRopsT Tpa6Ba 1a ce nprnara che cTepuien Habop 3a
HHQY3HS NpPH crnasBaHe Ha acenTHYHA TeXHHKA. MHdy3uoHHHAT HabGop Tpabea Ja ce HANMBJIHM ¢
pasTBOD, 32 fa ce H30erHe HaBITH3aHe HA BH3/IYX B CHCTEMATA,

IIpHTHCKAHETO Ha WHTPABCHO3HH pa3sTBOPH B I'bBKABM I[UIACTMACOBH OMNAKOBKH 34 TIOBHINABZHE
CKOPOCTTa Ha HHQY3HATa MOXKE Ja IPHYHHH BB3OYIIHA eMOOHA.

JlexapcTBenu MpoayKTH MOraT a ce 0o0aBAT KaKTo Mpeiw, Taka ¥ O BpeMe Ha WHQY3uaTa, KaTo ce
M3MOM3Ba CHOTBETHHS OTBOP 3a MIDKeKTHpaHe. [Ipu no6aBsHe Ha IeKapCTBEHH MPOLYKTH Ja Ce NpoBepH
H30TOHHYHOCTTA HA Pa3TBOpA MpPEAH HHTPABEHO3HOTO MPHIOXKEHHE. 3aIbDKHTeNnHO TpAGBa na ce
OCHIYPH ITBJIHO M BHHMATEIHO ACENTHYHO cMecBaHe. PasTBopH chabpikamy nobaBeHH JeKapcTBEHH
NpoAyKTH TpAOBa Ia Ce H3MOI3BAT BeJHAra.

3a nma ce u3berdHe pbLiMokHaA GaTanHa CBPbXHH(pY3US HA WHTPABCHO3HH PA3TBOPH MPH HOBOPOAEHH
TpabBa Na ce oO6bpHE cneuManHO BHHMaHHe Ha MeToAa Ha mnpuiaoxkenHe. Korato ce usmonssa
HIDKEKIHOHHA MIOMNA fIpY HOBOPOAEHH He Tp#0Ba fja ce 0CTaBA ONAKOBKATA C pa3TBOPa CBbP3aHa KbM
HikekTopa. Korato ce m3nom3ra mHQY3MOHHA mommna TpaOBa [a Ce 3aTBOPAT BCHYKHM KIaMMH Ha
nHpy3HOHHIA HaGOp NpeH OTCTPAHABAHETO MY OT MOMITATA KIIH HEHHOTO H3KTIOYBAHE.

3a exHOKpaTHaTa ynorpeba.

Ila C€ MIXBBPITH BCAKO HEHIMNOI3BAHO KONMHYECTBO.




