JIncropka: undopManusi 33 NANHEATA

NMemmpuys Kpucramwsar TZF 1 000 000 [U npax 3a HEXKEKUHMOHSH PasTBOp
TMenympnus Kpucranusar TZF 5 000 000 TU mpax 3a MH#KEKUMOHEH pasTROp

Penicillin Crystailisate TZF 1 000 000 IU powder for solution for injection
Penicillin Crystallisate TZF 5 000 000 IU powder for solution for injection

BerasnneHuanun xannti (benzylpenicillin potassium)

HpouereTe BHUMATEIHO UAIATA AMCTOBKA, IPEAN Aa JaNotIHeTe A HIMOA3BATE TOBA
JeKApCTBO, THH KATO TH ChABPKA BAKHA 33 Bac undopmauus.
. Ranasere Ta3H NHCTORKA. MOXe Jia Ce HalomKy aa i HpOYETETE OTHOBO.
- AKO MMaTe HAKAKBU IOIBIHATENIHH BEIPOCH, noppTairre Bamuys Nexkap Wix MeIAUAHCKE CEcTpa.
- Togra NeKapCTBO & NPEAHCAHO THTHO Ha Bac. He ro mpeoTcTENBANTE Ha APYTH XOpa. To MOKS
Jia KM HaBPeMH, HE3aBHCAMO 1€ NPHIHALATE HA THXHOTO 3360NABaHE Ca CHIMTE KATO Banmre,
- AKO [OJTy4HTe HAKAKBH HEXCIARH JIEKAPCTBCHH peakuyy, ypeaoMere Bamus nexap A
MenuuuHCKa cectpa, ToBa BKII0UBA H BCHHKHA BBIMOKHU HeKelany peakuyn, HeonuCaH B TalH
aucTOBKA. BHokTe ToUKa 4.

KaxBo chabpAa TA3H AHCTOBKA: W3NLAHWUTENHA ATEHLNA RO NEKAPCTBATA
Kakso npeacTannapa IeHUIMITMH Kpucranusar TZF n 4
Kaxso Tpa0Ba fa 3HALTE, IPLAN I3 M3NONIBATE Heﬂuun'lnlﬁ%pﬁchﬁ"ﬁ‘s% ﬂp / 9 //W

1.
2.
3. Kax ma mmnosssare Menumansn Kpucramusar TZF Kim Pes. Ne
4. DBRIMOXHM HeXeNaHH PEaKUuH
5.
6.

Kax na cuxpaussare Mewnmus Kpucramusar TZF " A€, / ;K7 /7,5 ~6 /9 3-Yov
CiAbpravie Ha OIAKOBKATA H AOTBIHHTENAR HH b OpMégﬂgpewaHue

16 -12- 022

1. Kaxno npexcrasasiba lernunans Kpucraansar TZF M 33 KAKBO ¢¢ H3N0A3BA

Tlenumnua Kpucramsar TZF chABbpKka aKTUBHOTO BEUICCTEO GeHsHIHeHHUNIHH, KOETO € eCTECTBEH
ERUILTMH. BeHsSHINEHAIUINA ¢ GaxTHPHIMAHO CPEACTBO CPELY MHOTO BALOBE rpaM-OTPHLATENHE U
rpaM-TIONOKHATENHY GaKTepsH,

Mempuan Kpucranusar TZF e rioxasaH 3a eYEHYE Ha CHEIHUTE TeRKH HHOEKIUY, NPHYUHEHH OT
qyBCTBATEPHH KbM OEHIWANCHULKNHE GaKTepHH.

o TOH3WIHT, THEBMOHM:, GPOEXHT, TIEPHKAPANT, XPOHHUECH €HIOKAPAHT, MPUAHHEH OT CTPENTOKOKY,
(BKITIOHUTENHO rPyna A), IHEBMOKOKY, crat INOKOKH,

CenrnueMus.

MeHUHI'OKOKOB MEHWHTHT.

MHpEKUMH HA KOXATa 1 HA MEKUTE ThKAHH.

Tudrepus (8 komGuHauws ¢ AHTHTOKCHH).

EMnuem,

Epusunen.

OcTpa peBMaTHIHA TPECKa, NPHUHHEHA 0T CTPENTOKOKOBA uHQeKUMs, apTPHT.

QcTeOMUETHT.

Tlpumo6HT HiH BponeH CHIITHC.

Tonopes.

VisdeKiy Ha TeHHTATHAS TPAKT, MPUIHHEHY OT Fusobacterium spp.
OrpassHe o1 re6u (Amanita phalloides).
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o Amntpakc, JlaliMcka GoiecT, WHDEKIIH ABIDKAMM C& Ha Clostridium spp. (BKIIOHHATENTHO TETAHYC),
JHCTEPHO32, NACTHOPEN032, AKTHHOMHKO3A.

2. Kakso TpaGBa aa 3Haere, Npeas Aa MIN0AIBATE Hesuumuaun Kpucrasnsar TZF

He uanonspaiite Hemuunaay Kpneraamsat TZF
- aKo cTe w:eprmnn'(cnp'bqunmmennn) KbM TICHALATAE UTH KbM ApyTH OeTa-IaKTaMHH
AHTHOMOTHIMY.

TipeaynpeikaeHHA B NPEANA3HA MEpKH

Tosopere ¢ Baning Jexap npean xa NpHEMETe TOBA JEKAPCTBO AKO HAKOE OT CAEAHHTE CHCTORHHA

ce OTHACH Ao Bac: ;

o AjepruvHA peakius KbM HAKOH aHTUOHOTHK B MHHATOTO.

s Jlpyra anepriyua peaKkius B MAHA0TO. Peakiy Ha CBPBXTYBCTBHTENHOCT KbM NEHHITUE MOraT
1A Ce BH3HMKHAT MO-4ECTO NPHU XOPa ChC CKIOHHOCT KbM aseprHYHH Peakliy KBbM PasNuiy
pemecTa. Te3u peakuui MOTAT A3 BAPUPAT B CHMIFTOME 1 CEPHOIHOCT — OT KOXKHH JICIUK 110
aHa(MNAKTHYEH WOK (TEXKKA A1EPrUIHa peaKIIun) — BXK TOYKa 4 , BraMoxHN HEXenaHH peaxiuH”.

s J{uarnoctauupano 656peuHO A/HITH chpaedHo 3aboNsBaHe,

Heaabaguo TpabBa fa ce cBbpxkeTe ¢ Bauma aexap, ako pa3BHeTe ClIeAHUTE CHMITTOMHE B8 BPB3KA C
WIMOIZBAHETO Ha TeKapCTBOTO!

e Texka MM NPOALTKHTENHA (HAPHA [i0 Bpeme WK CIeN JeYeHne ¢ ICHHUMIHH — TOBA MOXeE 1a €
CHMITTOM Ha TICeBEOMEMBPEHO3EH KOSHT, YCIOKHEHNE, CBBP3AN0 © ynotpebara Ha
arTHGHoTHINM; Bye He TpAGBaA 1a MpHEeMaTe KakBHUTO W 112 G0 TIOTHCKAILH TEPUCTAITHRATA
JNexapCTBa WM APYTH 3l IeKapeTsa, a BMECTO ToBa TpAGBA A4 cE CBBPIKETE C JeKap,
koirTo me By npeanuiie IOAXOAAMO ASIECHHE.

e HoBy GaxTepyANHH KM FEGHIHN HHOESKUHK, TPHIRHEHH OT pACTEX HAa PEIMCTEHTHA
GakTepuaNHK WK FEOHTHI WAMOBE, PE3yITaT OT FIpOIBIDKUTENHA YNOTpeGa Ha NeHAIIMH,
oco6eHo npi XporirFHo DOHE NALMEHTY WIK NP NatieHTH ¢ GEOPeUHO YBPEKIAHE, B TOIH
cryvait TpaGBa He3abaBHO fa NIPEYCTAHOBUTE npueMa Ha aHTHOHOTHKA ¥ J1d & CBRPKETE ©
nexap.

Tlpu MauMeHTH, NPHEMALILH BHCOKY K031 NEHAIILINE, fexapsat oOUKHOBEHO IPENOPHUBA GrOpedH: 1B
uepHOAPOGHH YHKUHORATHH TECTOBE 1 W3CIeNBaRUA Ha KPhBTa.

Jpyrn JekapeTsa v Nennnnans Kpacrannsar TZF
Hndopmupaiite Bamys nexap Wi dapMauesT, aK0 NpUeMare, HaCcKOpo CTe MPUEMAITH WIH € BB3MOXKHO
Ia mpHeMeTe APYyTH NekapCTBa.

TpsaGsa ka HEGopMupaTe Bamusd nekap, ocoBeHo aKo MIMON3BATe HAKOS OT CNEAHHTE:
» TpoGenermui (1EXapCTBO, W3MONIBAHO 33 IEHCHHE HO roarpay;
¢ Jlpyry aHTUOHOTHIM C GaKTepHOCTATAYHO JeficTRNe (HAIP. XnopamMEHUKON, EPHTPOMHIMH,
cyndOHAMHAK);
o TlepopanHy KOHTPALENTHBA — NPENOPLINTENHO & 22 CC HAMON3BA JOMEIHHTENEH HEXOPMOHATICH
METOJI 33 KOHTPALETILHA T10 BPEME HA JIEISHUETO C NEHULIIHE.

BiaumoneiicTBAS ¢ PE3YNTATHTE OF nalopaTopHI TECTORE
TMenuumn Kpuctammpar TZF mMoke a N0BAMAS pesylTaTHTe OT TecTa 3a opencisHe Ha HAKOH
BelllecTBa B KPBBTa (TecT Ha Kymbc), 0coBeHO [PH NAUHEHTY NOJTY4aBallid BUCOKM [03H.

BpemMeHHOCT, KhpMeHe H PepTHANTET
Ako cTe GpeMenna ¥y KbpMHTE, CMATATE, 4e MOKE Nid CTe GpeMenHa WK Nnanupare 6
nochBerBaiiTe ce ¢ Bamusa nexap npein ynotpebara Ha TOBA JCKapCTBO. "

Bpemennocm
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Mexmnaiue Kprcranusar TZF moxke 1a ce U3M0713sa 1o BpeMe Ha GPEMEHHOCT, aKO JICKApAT HPELEHH,
4e ymotpeda My ¢ a6COnIOTHO peobxoouMa,

Kupmene

BepawilieHHLWTHHE ¢ OTAENSA B MANKH KONU4ECTRA B MaNYMHOTO MJIAKO H MOKE 2 NPeJM3BIKA ANeprid
npH kppMaueTo. KbpMeluTe JeHH TpsGa fa ca BHUMATEIHHA N0 BPEME Ha neuensero ¢ JleHMIIVH
Kpucramuzar TZF.

[Mlogupane n paBoTa ¢ MANINHA
Hsma HATHUHH NaHHK 32 ePeKTHTE Ha NEKapCTROTO BHPXY cnocobrocTTa 3a odupane u pabora ¢
MaliHH.

Nenyunann Kpueraausat TZF caaspixa Kannii

1 000 000 TU GeH3mImeHALMINH Kanui ChIBpKa 63 mg kajuil, ko¥ro TpAbBa 13 ce UMa NpeABUA mpH
nanuenTH ¢ 656peyHo YBperkaaHe 1 DA NalMSHTH Ha aWeTa ¢ KOHTPOJIHPaH NPHEM Ha Kanwuii. [Ipeau fa
npHEMeTe TOBa NEKApCTBO, TpaGRa Ka ysenomure Bawns aeKap, 4 C1¢ IMATHOCTHIMPAHH C
eIEKTPOHTEH AMCOANaNC Wil OB0petHa HeAOCTATBYHOCT.

3, Kak fa nano3sare Mennmunny Kpueranusar TZF

Buuary wanonspaiire IMenumnvs KpreTanuzat TZF Toyno KakTo By e kazai Bammus nexap.
KoscynTupalite ce ¢ Bamus nekap, axo He CTe CHIYPHA,

Tennummn Kpucranmsar TZF ce upuiara ot iekap nii MeAnLHHCKA CecTpa.
JTo3ata 3aBUCH OT TEWECTTa HA MH(EKIWMATA, B2 Ha HHPEKTHPAIMA areHT H BBIPACTTa M TETIOTO HA
TIALHEHTA.

1 MuwmoH TU GeHsHIneHNLTHE Kani oTroBapAT Ha 627 mg GeH3INEeHNLKTHH Kanii.

Br3pacTHH
O6uuatiuara nola ¢ 5 Munuona JU Ha BCCKH 4 10 6 qaca.
Tpu Texxu MHdeKimu, AeKap MOKE 2 yBeJHYH [O3ATA A0 20 muwnona U unu inokede THEBHO.

Henua

Mena na ev3pacm 00 3 200unu: 50 000 no 80 000 1U/kg aHeBHO, pasaencHy Ha 2 no 4 no3d (Ha BCeKH
12-6 uaca), MHTPAMYCKY.JHO HITH HHTPABCHOIHO.

Ieua na evapacrt om 3 0o 14 200unu: 90 000 mo 1 200 000 TU/kg nHEBHO, pasAeneHd Ha 2 mo 4 goin
(ua Boexd 12-6 waca), HHTPaMyCKYIHO WK HHTPaBEeHOIHO.

[eua c meMnepamypa i nemexui: 250 000 TU/kg nHEBHO, Pa3/IeNieHN Ha 4 no 6 A034, HETPABSHOIHO.

AKo no epeme wa yrnompebama Ha moea AEKapcmeo gyscmeame, e ehernmem My € maspoe crab uny
mewpde curen 3a Bac, xoncyamupatime ce c Bauun gexap.

Jo3upoBKa npH NAUHEHTH © 6b0peunc yspexaane
3a (POMAHATA HA J03ATA IPK Ta3M rpyna NALAEHTY BIWTE HHOOPMALMATA, NPEIHAsHAYEH caMo 33
MEIBLUMHCKH CHENHATHCTY B Xpas HA AWCTOBKATA.

T poABUKHTEHOCT HA ACHEHUETO
[TpORBAIKHUTENHOCTTA HA JIEMEHNETO 3ABUCH OT THA ¥ TEXECTTa Ha HHQEKIHATa.
JlexapAT 1e onpefeni NOAXoAAIaTa TIPONBIKUTENHOCT HA IEYCHHETO, KOATO TpaOpa Na ce onassa.

Hauun H3 NPANOKEHHE /”\;&;" ]
. i
BexsuTeHAIAL MOXe J&C6 TIPUNAra KaTo WHTPaMyCKyJiHa Wik HHTPAReHOIHA, HmkeKaUA-
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[onpoOHa MHGpopMaluA 3a Ha4HHA Ha IPWIOKEHUE HA TOBA NEKAPCTBO | HadiHa Ha [PATOTBAHE HA
pazTBOpa € mpefioCTaBena B Kpad Ha JIHCTOBKATa, CIICL ,JlocoueHara ro-aomy undopMmanHs &
rpeAHA3HAYEHA CaMO 33 MEIUIHHCKH CHEHaHACTH ™,

AKO cTe npHeJiH noBeve 0T neoGxoaamaTa 2033 IeHRUNARH Kpucranusat TZF

Tt xaro Hemmuanuy Kpucranuiar TZF ue By Gie NPUNArad Ot Jexap wid MEIHLMHCKA CECTPa,
TIPAICKEHMETO HA HETIOIXOJIALLA 1033 e MHOTO MaJIX0 BEpoaTHO. He3aBHCHMO OT TOR3, aK0 MUCHTE, 1€
Bue npwIoKeHa 110-BHCOKA 1033 OT HeKapeTBOTO, TPAGHA He3aGanHO Jia YBENOMuTe Bauli exap uid aa
OTHIETE N0 CMEMHOTO OTACACHHE Ha nali-Giaskara GonHUIA.

AKO CTe MPOMYCHANN 12 H3NO0A3BATE Teunuuann Kpueraamat TZF
He p3emaliTe gBoiiHa 033, 33 1a KOMIICHCHPATE NpoycHaTara Jo3a.

AKo cTe cpesin ynorpedara Ha Iennunanu Kpucraansat TZF

BakHo € A2 H3NON3BATE TOBA JIEKAPCTBO B CLOTBETCTBHE ¢ IPEMOPLUAHAA IAKEN HA NEHCHHE. He Tpafsa
113 IPEyCTOHOBABATE JIEIEHHETO CAMO 3ALLIOTO ce uyBCTRATE NMo-06pe. AKO IHKRILT HA nevenue ce
TIpEKpaTH MPEKALBPEMEHHO, yH(DEeKUMATA MOKE 1A CC IOBTOPH.

AKo Ce HyBCTBaTe 3¢ B X014 Ha NEHCHHETO Wik He ce ayBcTBaTe Robpe cie)| Kad Ha NpenopbsYanms
nevuebeH LHKBIL, Tpabpa Aa ce KOHCY.NTUupaTe ¢ Baums nexap.

AKO NMATE HAKAKBH JOIML/IHATEIHN BEIIPOCH, CEBp3aHH C yIoTpedara Ka T0B2 JIEKapeTBO, TIOMMTalTe
Bawmiusa fAexap.

4. Br3moskny HexReAaHH PeaKnun

KaKTo RCHUKM AEKApCTBa, TOBA JEKAPCTBO MOXKE [a NpeAM3BHKa HEKETIAHH PEAKIH, BLIPEKH Ye He
BCEKH TH [IONY4asa.

CrienHaTa KOHRSHLMS € U3NO0N3BaHa 38 KacH(UIMpaHe Ha REKENAHNTE eexTH, NOABIIH C& CNell
ynorpeGaTa Ha TOBA JIEKapCTRO:

MH020 wecmu ~ NOABABAT CE TIPH NOBEHE OT } Ha 10 NAIHEHTH,

wecmu — noapasat ce npu 1 po 10 #a 100 naumeHTH;

Hedecmu — TOABABAT ce npyt 1 1o 10 na 1000 nagesTy;

pedKu — NOABABAT C2 npu 1 go 10 wa 10 000 natHeHTH;

MHBO20 peoKu — OABABAT CC TIPH o-manko ot 1 #a 10 000 naumerTH;

£ Heu3gecmna Yecmoma — OT HANMHHATE JaHHK HE amoxe na ObJie HANPABeHA OLESHKA,

CepHo3nu HexeIaHH PEakIn

CrhefHuTe HEXEIAHH PEAKIH Ca MHO20 peoxu:

Texkn anepriusy peaxiy (anaduIaKTH I peaKLH W/ aHTHOE/IEM), KOWTO MOTaT Aia Ce NPOABAT
Karo:

«  KOXeH oOpuB WK ChPOeK MO KOKATA;

+  3aTPYIHEHO AMINAHE WNK CTAraHe B IPbIAHIA KO,

. TOANYXHENOCT Ha KIeNauuTe, TMUETO Wikt YCTHUTE,

+  TIONyBaHe Wil 32YEPBIBANE Ha CIUKA;

»  Tpecka;

»  (GONKH B CTABHTE,

«  TIOAYTH MHMQHH BB3IH.

Crie/iHITE HEXENAHM PEAKUHI 02 PEOKH:
. TeXKa, NPONBIKATENHA M KbPBABa ANAPHS: T4 MOXeE [ia OBAS CHMIITOM Ha 11
KOJTUT,

JIpyTH HeKENAHH PEAKIINE (He € useecmuo KOJKO UeCTO MOTAT Ja CE TOAR,



« AGEP - ocTpa reHepanu3upana eK3aHTeMaTo3Ha yCTy/1032 C5C CHMITTOMM KaTo TEXHKH NEKAPCTBEHH
KOXHH PeaKIHy ChC Win Ge3 3auepBaBane Ha KOWara, Tpecka, HyCTyly.

» AKO Ce TIOfIBH HAKOH OT ORHCAHUTE NO-TOpE CEPUO3HA HeXeNany peakuyH, Tpabea uesabaBro Ha ce
KoHCynTHpare ¢ Bawnd AeKap Wiy OTULETS IMPEKTHO B GONHMIIA.

ﬂggm HeoKengHn peaKuyH, KOHTO MOraT Ja c€ [OABAT B X0J2a HA JCYCHUETO

CrieHHTE HEXEITANY PEAKITHH C¢ NOABST HeHecnto:
+  KOMXHM OOpHRH, YPTHKAPHA, chplex.

CrieHuTe HEXeNAHY Peaku Ca peoK:

» uamanes Opoill Ha YEPBEHHTS HIH fienuTe KPBBHM KISTKY B TPOMOOLATHTE (NMOBHIHEHA CKJIOHHOCT
KBbM KBpBEHE, CHHHHH HH uHbexuuK), HeoGHIaliHO paspyIiaBaHe Ha yepBEHUTE KPBBHY KICTKH
(XeMOTHTHYHA AHEMHA).

CredHATE HEXKENARH PeaKIHH CA MHOZ0 peoxu.

s+ HApYIIEH CEPACUCH PUTEM;

- GuOpeuna TuCHYHKIHA (MpeaHMHO NPR NRANKEHTH, TIPHEMAIIH BUCOKY HHTPEBEHO3HM J034 OT
NEKAPCTBOTO WIH MPH MALMEHTH ¢ npenmectpanta 6s6peiHa AnChYHKIMA).

CreauTe HexesaHH PeakiyH ce NoABAsaT ¢ Heu3gecHing decmoma:

« AGEP-0cTpa reHepany3upana eK3aHTeMaTo3Ha [yCTYJ1038 CHC CHMITTOMH KaTO TEHKM NEKapCTBEHH
KOWHH PeaKiyH Che Wik 63 3aueppdBane Ha KOWATA, TPECKR, YCTYIIH;

+  MakyJIo-Tamys03eH 0OpHB (nnocka | 3aUepBena 30Ha 110 KoWara);

«  mopGunudopmen obpHB (0Bpus, KOHTO MPAIMYA HA MopOHIN);

s CHpOeK;

+  epuTeMa (BHIMATUTENHO 3a4CPBABAHC HA KOXaTa);

.« anrpoeaeM (OAYBaHE HA KOXKATA, IKTaBHUATA K [IOMKOKHATA ThKaH, 0GHKHOBEHO NO JHUETO, YOTaTa
TWIH e3HK2);

« tpoMBounTOneRMs (NOHKEHY HUBA HA TPOMGOUHTHTE B KDPbHBTR);

. amemia (ROHIDKEHH HHBA HA UEPBEHNUTE KPBBHH KICTKH B KPBBIA);

.  MeraGonKTHa eHEe(anonaTyA (HEBPONOrUHHY HApyUIeHNA C KOHBYJICHH H 3ary0a ha Ch3HaHHE);

s peaxius Ha SApui-XepuxaliMep {Jarisch-Herxheimer) MOXe Jia € passe TpH TFAIIMEHTH B XO/(3 Ha
eyenneTo Ha CAIIAC; HefHHTE CHMITTOMH €2 TemMnepaTypa, 060 HePAsONOKCHHE H rnasoGonme;

«  xaumunosa (Fefudna uH(eKLrs) Ha KOXKaTa ¥ JNATABHLHTE,

«  XHrepakTHBHOCT, Bu30Yaa, 6e3nOKORCTBO, CHHIMBOCT, OGBPKAHOCT, CBETOBBPTEN (oTuxyMaBar cAen
npeyCTAHOBSBAHE HA MPHEMA Ha NEKapCTROTO);

« TIPEXOnHO, NEKO NOBHIIABAHE HA HUBATA HA YEPHOAPOGHHTE EHINMY;

+  xumeppedieKcHi, rEPYOBE H KOMA MOXE Ja cA CHMITOMH Ha OTpaBshe ¢ Kalufl; Te Ce NOABABAT TNapHO
TIpH NAuKeHTH ¢ B0peHO YRpekIane W/ WK ONTYYABAM BHCOKH J031 SeH3HINCHHUATAH Kanuii;

« 3aueppABaNe HA KOKara, Gonxa, Ppubposa, arpodus, TpomBodneGHT Ha MACTOTO Ha HIKEKTUPAHE —
IHABHO e MHOTOKPaTHO NPHIOKEHNe.

CLobuiaBane HA HEKENAHH peakuHK
AKO NOTyJHTe HAKAKBA HEXKENAHH NeKapCTBeHH peaxuuH, yBefoMere Bamuus jiekap. Tosa BKIIOYBA
SCHIKH BEIMOKHH HEOTMCAHH B Ta3H JTUCTOBKA HOKEMAtH peakuuy. MoseTe ChIIO 13 chobmmre
HeKeNaHH PeaKiiii AMPEKTHO HPE3 HAUPOHATHATA CHCTEMA 32 cpofiABaHE:

VI3 ITBnHATEHA AreRIHA T10 1EKapCTRATA
yi. ,,Jlamss Ipyes” Ne 8

1303 Codus :

Ten.: +35 928903417

yebeaiir: www.bda.bg




Karo cLODIIABATE HEKETaHU PEAKIIHH, MOKeTe Ja Hanere CBOH IpPUHOC 38 NOTy4YapaHe Ha noBeyue
HH[bOpMalmﬂ oTHOCHO Oe30MacHocTTa Ha TOBa NEKApCTBO.

5, Kax na cbxpanssare Hepnuuans Kpucranusatr TZF
Ha ce crXpaHABa Ha MACTO, HEeOCTBITHO 32 JAeud.
Jla ce cpXpaudBa N0 25°C. Jla ce na3u OT CBET/HHE.

He u3non3paiiTe TOBa NEXapCTBO CAEH CpOKa HA TOAROCT, oT6enfzan BLPXY KapTOHEHATA CTIAKOBKE CTelL
oaer o, CpoOKBT Ha FOKOCT OTFOBAPA 118 TIOCTIEAHHA AEH OT NOCOMEHNMH MeCell.

He usxBbpaaiite ekapcTiara B KAHANMIALUATA WK B KOHTEHHEDE 32 AOMALINY OTHAABLH, Tlomiratite
Bawis GapMauenT kaK 1ia H3XBBPIATS JNeKapCTBATa, KOUTO BEHe HE H3NOIIBATE. Te3n MEPKH e
CROMOFHAT 38 Offa3BaHe Ha OKoHaTa Cpefia.

6. ChabpKAHHE HA ONAKOBKATA H MONbLIHATEIHA HHHOPMANHH

Kaxgo chAbpaa [leaauuann Kpucramsat TZF

AKTHBHOTO BRIecTBO € OeH3HnTeHUITHH N0/ dopmara Ha GeH3MNNEHAIHIHH xanyi.

TMennmnan Kpucramusar TZF 1 000 000 TU: epun nakon cABPxKa 1 000 000 TU Ge3pnieHUIATIH Kamui,
ermumn Kpucranuzar TZF 5 000 000 TU: euH (rakoH ChABPKA 5 600 000 TU fersmiNeHUIHAIAH Kasini.
ToBa NEKAPCTBO HE CHIBPHKE HHKAKBH NPYTH CHCTABKH.

Kak waraexna Mennumunng Kpuerauay TZF u KaKB0 CHAL{KA ONAK0BKATA
Bt vk o Ban, KPUCTAICH Mpax.

Onakopka: | GIaKoH B KBPTOHCHA KyTHA.

TipuTe:RaTe] HA Pa3pelieHHeTo 33 ynotpeba 1 npoM3BoaHTEN
Tarchomin Pharmaceutical Works “polfa” S.A.

2, A. Fleminga Street

03-176 Warsaw

Tloama

JiaTa Ha NOCACAHO npepasriekKiane Ha AMCTOBKATS mapr 2022

TlocoueHATa NO-N100Y HH(!)OPMHIHHI e npenliazuaqena caMO 38 METHIHHCKH CHeHANHCTHL

Peakiyi HA CBPBXUYBCTBHTEIHOCT

TTpH HAUMEHTH, JEKYBaHH C ICHHUIWIRH, MOKe N2 BH3HMKHAT TEKKH PeaKitui Ha CBPBXUYBCTBHTENHOCT,
0C06EHO TPK MTAIMEHTH ANEPrIdHU KbM MHOKECTBO aneprenu. TpaGsa A8 cre CHIYPHH, He TIATIUEHTBT HE ¢
aneprives KbM MCHHLHIHHEN, KedaToCTIOPUHE WK APYFH NeKapeTsa K Ad Ce pasmnuTa Janu NalMeHTET €
yMasT KaKBHTO H @ Ca a/lepriHiIBy Peakusy B MUHajloTo, HeaBUCUMO OT TAXHATA puduna. Jluncara Ha
HANWYHY JAHHM B aHAMHE3ATA 34 CBPBXUYBCTBUTEIHOCT KbM (-naKTaMH# AHTHOHOTHLY HE €
JOKA3aTENCTBO, Y€ NALMCHTET HAMA TAKARA CBPBXYYBCTBUTENHOCT.
AKO NPHNAraHeTO Ha GeH3MINEHARMINA & aBCOMOTHO HeOOXoMuMO H [alH
ATEPriHU peaKimy (HE3aBUCHMO OT sanedcTBalsa GaxTop) H AKO TPOAy




CBPHXYBCTBHTENHOCTTA KbM TOBA JIEKAPCTBO & HATHICH, TecThT TPSOBa Na Onjie HANpPABEH B
CLOTBETCTBHE C HHCTPYKIMUTE 38 YNOTpeba Ha TO3M NPOLYKT. He ¢¢ ipenoppuea Aa e IPaBH TECT ¢
[EHIIJATHE, 3AI0TO HPUIACAHETO HA NIPEXOMEPHA 11033 MOKE A3 JOBefe o IHOK H AaKe JO CMBPT Ha
nanHeHTa.

AXO C€ TI0SBH aHA(UaKTHHEH 1IOK HITH 2HTHOSEM TP MalMenTa, MBPBO ¢e npuiara eruHedpHH,
BIOCIE/CTEAE AHTHXHCTAMHHOB aTEHT B HAKpas KOPTHKOCTEPOHL. Tpalea Aa ce MOHUTOPHPAT CHINOC
JKU3HEHHTE TIOKA3ATENH (IMIAue, ITyNC K KPBBHG HAAATAAE).

Jo3ApoBKA NPH MAUUEHTH € fLipeuno yBpexaaHe

KpeaTHHMHOB KJIUPBLHC Maxcumanaa no3a o308 HHTEpBAA

(m)/min) :
50-30 1 500 000 U ' 4 waca
30-10 1000 000 IU 4 gaca
<10 500 000 1U 8 uaca

JIOITEAMHTENHATA 038 CIEl XeMOIaNH3a ¢ 500 000 IU.
HauuH Ha NpUIoKeHHE

BerRINeRALIMIIE MOXKE I3 ¢¢ TIPUiara HHTpaMycKy1Ho (z€ TiOBEHE OT 2 MHUIHOHA TU B efiHa HHIKEKUHS)
WY HHTPaBEeHO3HO (EHA HIDKEKIAS NOCTABEHA 32 3 10 5 MHAHYTH RN MHTPABEHO3HA wHpy3K).

To3u nax 2 munsosa [U Tpa6pa xa 61A8T npuAaraky 6aBHO HHTPABCHOIHO (1e mo-6Bp30 OT

500 000 TU/min).

Jlosu ot 20 muumnona IU 1 mo-BUCOKH 103K TpuGBa a ce NpUIarar camo 4pe3 HATPASEHO3HA HHY3HA.
WAHTpaMyCKyJTHHTE HHKEXIHHY C TIOHAITMITHH TpaGBa n@ o NPAaBAT MHOTO BHUMATENHO, Taxa e Da He ce
YBPEAAT fepud)epHI HEPBH i KPHBOHOCHH CHAOBE.

Tperopb4Ba Ce NOBAILIEHO BHUMAHUS NPH HHTPABECHO3HO IPHIOKEHUE NIOPAZIA BBEIMOXHOCTTA 3a
paseuTue Ha TpoMGodreCHTH.

MIHCTPYKUHH 33 NIPHIOTBAHE Ha PA3TBOPY
PaataopHTe Ha NEHRINAUTRH TPAOBA fla Ce Ipuiarat Be[(Hara Cliel NPT OTRAHETO.

HumpamyCKyIRa WHHCEKUUR
Paareopere CbIBPKAHNETO Ha ¢pnaxona oT 1 MHIHOH IU 8 npuGumsutenso 2 mi Bona 32 MIDKEKIHH.

Humpasenoana UHMHCEKKUA
Pa3TBOPETE CHABPKAHUETO Ha (akoHa OT 1 mamon TU B 5 10 10 ml Bofia 32 MIDKEKIAH FAIH B pasTBOP
Ha HATPHED XIOPUI 32 HHKSKUHN.

Hrmpageno3na unQysus

Pa3TBOpETE ChABMKAHNETO HA (raKoHa OT 1 mipon U win ot 5 munuona [U, cpoTBEHO, B Hail-ManKo
10 m! su 50 ml 8013 32 MIDKEXUMM WK PASTROP HA HATPHED UIOPH] 33 MHKEKUMY U CIEA TOBA
nioNefite A0 CHOTBETHIA OGEM C PA3TBOP HA HATPHES XAOPUA 13 WHIKCKIHH,

HecsBMECTHMOCTH

BeHsMNeHMIATIH C& MHaKTHBUPA B ANKATIHA ¥ B KHCRNIA CDEJa, ¥ B PAsTBOPH Ha BLIMIEXHIPATH; HE
TpufBa ja ce CMECRA B E[HA CIPHHIIOBKA ¢ APYTH JIEKAPCTBEHN NPORYKTH.




