IMPNJIOKEHHUE 1

KPATKA XAPAKTEPUCTUKA HA ITIPOAYKTA



1. HUME HA JIEKAPCTBEHMUSA ITPOAYKT

Bemfola 75 1U/0,125 ml nHxeKuOHEeH pa3TBOP B MPEABAPUTEIHO HATBIHEHA THCAIIKA
Bemfola 150 1U/0,25 ml nakeKuoHeH pa3TBOp B MPEABAPUTEIHO HAITBIHEHA THCAJIKA
Bemfola 225 1U/0,375 ml uHxeKIMOHEH Pa3TBOP B MPEABAPUTEIIHO HAIIbJIHEHA MHCAIKA
Bemfola 300 1U/0,5 ml uH>xeKIMOHEH pa3TBOP B MPEABAPUTEIHO HAIIbJIHEHA MTHCAJIKA
Bemfola 450 1U/0,75 ml nHkeKmoHeH pa3TBOP B MPEeABAPUTEIHO HAITbIHEHA IHCAJIKA

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

Bceku ml ot pasrBopa chabpika 600 U (expuBasienTHH Ha 44 MUKporpama) GhOJUTPONHH anda
(follitropin alfa)*.

Bemfola 75 1U/0,125 ml nHxeKIIMOHEH pa3TBOP B MPEIBAPUTEITHO HAITBIHEHA MHCANIKA:

Bcesikxa npeaBapuTenHo HambJiHEeHa nucanka qoctasg 75 IU (ekBUBaJIeHTHH Ha 5,5 MUKporpama) B
0,125 ml.

Beska mucanka Bemfola 75 IU Mmoxe 1a goctasu caeguure gosu: 37,5 1U /501U /62,51U /751U

Bemfola 150 1U/0,25 ml naxekuoHeH pa3TBOp B MpeIBAapUTENTHO HAIIBJIHEHA I CANIKA:

Bcesika npeasapurenHo HanbiHeHa nucainka gocrass 150 U (exBuBasnenTHH Ha 11 Mukporpama) B
0,25 ml.

Beska nucanka Bemfola 150 IU moxke na noctasu ciueguure go3u: 75 IU /87,5 1U / 100 IU /
112,510 /12510 /137,51U/ 150 IU

Bemfola 225 1U/0,375 ml uH>XeKIMOHEH Pa3TBOP B MPEABAPUTEIIHO HAITBJIHEHA MTHCAJIKA,

Bcesika mpeaBapuTennHo HambiiHeHA ucanka noctass 225 U (ekBuBaeHTHH Ha 16,5 MuKporpama) B
0,375 ml.

Besxa mucanka Bemfola 225 IU moxe fga mocrasu cnemgaure gosu: 150 IU /162,510 /17510 /
187,51U/2001U /212,51U/2251U

Bemfola 300 1U/0,5 ml uH>xeKIIMOHEH pa3TBOP B MPEABAPUTEIIHO HAIIbJIHEHA MHCAJIKA:

Bcska npeaBapurento HamrbaHeHa nrcanka moctasst 300 [U (exBuBaneHTHH Ha 22 MUKpOTpama) B
0,5 ml.

Beska ucanka Bemfola 300 IU mosxe mga mocrasu cnemaure mos3u: 225 1U /237,510 /250 IU /
262,510 /27510 /287,51TU /300 IU

Bemfola 450 1U/0,75 ml nskeKMoOHEeH pa3TBOP B MPEIBAPUTETHO HAITBJIHEHA IIHCANIKA:

Bcesixa npeaBapuTenHo HabiHeHa nucanka goctass 450 U (exBuBaneHTHH Ha 33 MUKporpaMa) B
0,75 ml.

Beska nucanka Bemfola 450 IU moxke ma noctasu caenuure go3u: 300 IU /32510 /337,510 /
35010 /3751U/4001U/412,51U/4251U /450 IU

* peKOMOMHAHTEH YOBEIIKU (HOIMKYIOCTUMYIHMpaI XOpMoH (recombinant human follicle stimulating
hormone - r-hFSH), npoussenen B kieTku ot siituHuny Ha KuTalicku xamcrep (Chinese Hamster

Ovary - CHO) ugpe3 pexomOunanTaa JJHK texunomorus.

3a MBJIHUSA CIIUCHK Ha IIOMOIIHUTE BEIICCTBA BUIKTC TOYKA 6.1.

3. JIEKAPCTBEHA ®OPMA
NnxexmoneH pa3TBop (MHXEKINA)
buctsp, 6e31BeTEH pa3TBOP.

pH Ha pastBopa € ot 6,7 no 7.,3.



4. KJIMHUYHU JAHHU
4.1 TepaneBTHYHHU MOKA3ZAHUS

HDI/I BbB3paCTHH KCHHU

o AHOBynanst (BKIFOUYUTEITHO CHHIPOM Ha OBapHaliHA MOJIMKUCTO3a) MTPH KEHH, HETIO1aBali
ca Ha JieueHue ¢ KIoMHA(DEH IUTparT.
o CrumynupaHe Ha eIHOBPEMEHHOTO Pa3BHTHE HA HAKOJIKO (QOJIHMKYJIA TIPH KEHHU, IPH KOUTO €

HEo0X0IUMa CBPBXOBYJIALIUS 38 ACUCTUPAaHH penpoAyKTUBHU TexHonoruu (APT) kato in vitro-
omioxnane (MBO), nuatpadanonues Tpancdep Ha raMeTa U HHTpadanonues Tpanchep Ha
3UTOTA.

o ®donurponuH anga B KOMOUHAIIUS C JIEKAPCTBEH MPOYKT, ChAbPKAII Iy TEHHU3UPAI XOPMOH
(LH) e nokasaH 3a cTUMyJIMpaHe Ha (POJIMKYIHOTO Pa3BUTHE IIPH )KECHHU C TEKBK NEPUINUT HA
LH u FSH.

IIpu BB3pacTHU MBKE

o ®donutponuH anda e moKa3aH 3a CTUMYJIAIHS Ha CIIEpMaTOreHe3aTa MU MBKE C BPOJICH WITH
NpUAO0OHUT XUTIOTOHAIOTPOIIEH XUTIOTOHATU3bM, €ITHOBPEMEHHO C TEPAIHATa C YOBEIIKU
xopuoH-roHagorporuH (hCG).

4.2 Jlo3upOBKa M HAYMH HA NMPUJIOKEHHE

TeparmﬂTa C (l)OJ'II/ITpOHI/IH anq)a TpSI6Ba Ja 6’1;)_'[6 3alo4yHaTta 1o Ha6J'IIO}_ICHI/IeTO Ha JICKap CIICHHUAJINCT
B JICUCHUCTO HA PCPOAYKTUBHHU HAPYIIICHUS.

Ha manmentuTte TpsiOBa 1ja ce OCUTYpH TOYHUSAT OpOil MUCATIKH 3a Kypca UM Ha JIeYeHHUE U Ja Obaat
00y4YeHH /a U3M0I3BAT NOAXOAIIIN TEXHUKN Ha WHKEKTHPaHe.

2 l O3UPOBKaA

Knmandnata orieHka Ha GonuTponuH anda nokasea, e JHEBHUTE JO3H, TCPANICBTHYHUTE PEKUMU U
MIPOIICTyPUTE 32 MPOCIIEAIBAaHE Ha JICUSHUETO TPSOBA 1a ObIaT MHAUBUIYAM3UPAHN TaKa, 9e J1a ce
ONTUMHU3HPA PA3BUTHETO Ha (POITUKYIUTE U JIa CE CBEJIE IO MUHUMYM PUCKBT OT HeXellaHa OBapHaHa
cBpbXxcTUMynamus. [IpenopbyuTeNnHoO € 1a ce Cra3BaT MOCOUYCHUTE MO-0JTy Ha4YaaHU JT03H.

Kenu ¢ anosynayus (KK/IIOHMWZ@JZHO CMH@DOM HA osapuaina nwzuxucmosa)
(DOJ'II/ITpOHI/IH anq)a MOIKE [1a CC Ipujiara KaTto Kypc OT CKCAHCBHU MHKCKIUH. HpI/I KEHU C
MCHCTpYyalusd JICUCHUCTO TpSI6Ba Ja 3aro4vHeC MMpe3 MbPBUTC 7 AHU OT MCHCTPYaJIHUSA ITUKBJIL.

B usnutBanus 3a paspemiaBade 3a ynorpeda yecTo Mpuiiarana TepaneBTHYHa cXeMa 3a1o4Ba ¢ 103a OT
75 no 150 IU FSH nHeBHO, KosTO ce yBenuuana 3a npeanodutane ¢ 37,5 IU nman 75 U Ha 7-nHeBHM
WJIH, aKO € HeoOX0auMo, Ha 14-THEBHA WHTEPBAIH, C 11€J1 IIOCTUTAHE Ha aJIeKBATCH, HO HE U
PEKOMEPEH OTIOBOP.

B xiMHHYHATA MPAaKTHKA HavajaHaTa 1032 OOMKHOBEHO Ce MHIUBHUIyaIM3Upa ChoOpa3Ho ¢
KIIMHAYHUTE XapaKTePUCTUKN Ha MAIlMEHTKATa KaTO MapKEepH Ha OBapHaJieH Pe3epB, Bb3PACT, HHICKC
Ha TEJIECHA Maca U, aKo € MPUJIOKUMO, IPEAUILICH OBapUaJIEH OTTOBOP HA OBapHUajiHa CTUMYJIAIU.

Hauanna 0oza

HavamnaTa mo3a Moke 1a ce Kopurupa noeTamnHo (a) Ha mo-aucka ot 75 IU AHEeBHO, ako Bb3 OCHOBA
Ha KIMHAYHYS TPO(HI Ha MaleHTKaTa (Bb3pacT, MHACKC Ha TeJleCHA Maca, OBapHalieH pe3epB) ce
OuaKBa IMPEKOMEPEH OBapUajICH OTTOBOP IO OTHOIICHUE Ha Opos Ha (onukyaute; win (0) Moxe 11a ce



TTOMUCIIH 3a J1032a MO-BHCOKa OT 75 1o MmakcumyM 150 IU mHEBHO, aKO c€ 09aKkBa HUCHK OBapHaJICH
OTTOBOD.

OTroBopbT Ha MAIIMEHTKATA TPSOBA J1a CE MPOCIIEABa BHUMATEITHO Ype3 U3MEPBAHE HA TOJIEMUHATA U
Opos Ha (HOJIMKYIHTE C YITPA3BYK U/UIIM HUBOTO HA CEKPEIUs Ha €CTPOTEH.

Kopexyus na oosama

AKo He OBJie TOCTUTHAT aJIEKBAaTeH OTIOBOP (MIIM HUCHK, WK MTPEKOMEPEH OBapHalIieH OTTOBOD),
MPOABIDKEHUETO Ha TO3M JieueOeH IIUKBJI TPAOBa /1a Ce OIEHH U J1a Ce Tpuiiara B ChOTBETCTBUE ChC
CTaHJapTa 3a TPIDKU Ha JIeKaps. B ciiydan Ha HUCBHK OTTOBOp JHEBHATA J03a HE TPsOBa 1a MpeBUIIaBa
225 IU FSH.

[Ipu nocTrurane Ha MpeKOMEPEH OBapHAaJICH OTTOBOP, CIIOPE/] OIICHKATA Ha JIeKaps, JICYEHHETO TPIOBa
Jla ce MPEeyCTaHOBH, KakTo U npwioxernero Ha hCG. (Bxk. Touka 4.4). Tepanusita TpsOBa 1a Ob/e
BBH300HOBEHA MPE3 CIEABAIIMS IIHUKBJI C IIO-HUCKA 71033, OTKOJIKOTO B MPEAUIITHIS IUKBI.

Ilocneden eman ma 3peene na oruxyiume

[Ipu nocTrrane Ha ONTUMAJICH OBAPHAJICH OTTOBOP TPAOBA J1a CE MPHIIOKH SAMHUYIHA HHKCKIIUS C
250 MukporpaMa peKOMOMHAHTEH YOBEUIKH XoproHroHaaoTpornuH anda (r-hCG) nmm 5 000 [U no

10 000 IU hCG 24 no 48 yaca cien nocienHaTa HHxeKius ¢ Gonurponul anda. Ha naruenrtkara ce
npenopbyBa Jja MMa MoJioBO CHOIIeHUe B JieHs Ha mpuiaraneto Ha hCG u nipe3 cnenBarus aeH. Karo
aNTEepHATHBA MOXeE Ja ObJIe IPOBEJICHO BHTPEMATOUYHO OCEMEHSIBAHE.

JKenu, npu koumo ce npogexcoa 08apuaIHa CIMUMYIAYUs C Yell eOHOBDEMEHHO DA3EUMUE HA HAKOJIKO
Gonuxyna npedu ,,onnozxcoane in vitro * unu Opy2u acucmupany penpooyKmueHyu mexHono2uu

B usmuTBaHus 3a paspeliaBaHe 3a ynmorpeba 4ecTo mpuiiaraHa TeparneBTHYHa CXeMa 3a
MpeIu3BUKBaHE HA CBPBXOBYJIAIMS BKIOYBA Npuiaraneto Ha 150 1o 225 IU donurponun anda
JIHEBHO, KATO HAYAJIOTO € Ha 2-Hsl WU 3-Ms JEH OT IUKbIA.

B ximHMYHATA MpaKkTHKa HAavajgHaTa 1032 OOMKHOBEHO Ce MHAUBHUAyaIN3upa cho0pa3Ho ¢
KIIMHUYHUTE XapaKTePUCTUKH Ha MAIMCHTKATa KaTO MapKePH Ha OBapHAIICH Pe3ePB, Bb3PacT, HHICKC
Ha TEJIECHA Maca U, aKo € MPUJIOKUMO, IPEAUILICH OBapUaJIEH OTTOBOP HA OBapHaiHa CTUMYJIAIU.

Hauanna 0osa

AKO ce 0YaKBa HUCHK OBapHaJIeH OTTOBOP, HaYaIHATa 1033 MOXKE JIa Ce KOPUTHUpa MOETAIHO 70 HE I10-
Brucoka oT 450 IU gaeBHO. OOpaTHO, aKO CE€ 0YaKBa MMPEKOMEPEH OBApPHAJICH OTTOBOpP, HavaHATA 1032
MOKe n1a ce Hamanu jo0 mox 150 IU.

OTroBopbT Ha TIAIIMEHTKATA TPSOBA J1a TIPOIBIDKY J1a Ce MPOCiesiBa BHUMATEITHO Ype3 U3MEpBaHe Ha
rojieMrUHaTa U Opos Ha PONHUKYIUTE C YATPA3BYK W/WIIM HUBOTO HA CEKPEIHs HA €CTPOTeH, 10
MOCTUTAHE Ha aJIeKBaTHO (hoyMKy/IHO pasputre. Bemfola Moxke na ce mpuara Wik caMOCTOSATEITHO,
WM, 32 IPEJOTBPATSIBaHE Ha MPEXKIEBPEMEHHA JIyTeHHNU3AINSA, B KOMOWHAIUS C aTOHUCT WIIH
AaHTArOHKCT Ha TOHAJOTPONNH 0cBoOOXAaBai XopMoH (GnRH).

Kopexyus na oozama

Axo He ObJie IOCTHTHAT aJIeKBATeH OTrOBOP (WIJTH HUCHK, WM MIPEKOMEPEH OBapHalieH OTTOBOP),
NPOIBIDKCHUETO Ha TO3M JieueOeH IMKbJI TPAOBa J1a ce OLICHH U Ja Ce MpHiiara B CbOTBETCTBUE ChC
CTaH/apTa 3a TPWKK Ha Jiekaps. B ciyyan Ha HUICHK OTTOBOP JIHEBHATA /103a HE TPsOBa Jia IpEeBUIIaBa
450 IU FSH.

Ilocneden eman na 3peene na Qonruxyiume

[Ipu mocTurane Ha onTUMAIEH OTIOBOD, 24 110 48 Yaca e/ mocieHaTa WHXXEKIHS (QOTUTPOITHH
anda ce npuinara enuaUgHA HHKeKus ¢ 250 mukporpama r-hCG mmu 5 000 U mo 10 000 IU hCG ¢
1eJ1 IPeAU3BUKBAHE Ha IOCTIEIHUS €Tall Ha 3peeHe Ha (OJIUKYIIHTE.

Kenu ¢ mexcwvk oedbuyum na LH u FSH

[Ipu xenu ¢ Hapymena cekpenus Ha LH u FSH nenra na nedenuero ¢ gonutponus anda B
KOMOUMHAaNUs C JIEKapCTBEH NMPOAYKT, ChAbpKaL TyTerHu3upal xopMmoH (LH) e na ce ctumynupa
(hOTUKYTHOTO pa3BUTHE, MOCIEABAHO OT OKOHYATEIHA MaTypalys Cie ] Mpujiarane Ha YOBEIIKU




xopuonronagorponus (hCG). ®onurponun anda TpsAOBa 1a ce mpriara Karo Kypc OT €XKeJIHEBHU
WHXKEKIIUH €IHOBPEMEHHO C JTYTPONHH anda. AKO MarreHTKaTa Ma aMeHOpes 1 HUCKa €HJIOTCHHA
CEKpeIHs Ha ECTPOTEHH, JICUSHUETO MOXKE J1a 3aII0YHE 0 BCSIKO BpEME.

[IpenopbunTenHaTa TepamneBTHYHA cXxeMa 3amouBa ¢be 75 IU nyTponud anda nuesHo u 75 mo 150 IU
FSH. Jleuennero TpsioBa Ja O’bJic ChOOPA3CHO ¢ MHIUBHIyaTHHS OTTOBOD HA MMAIUCHTKATA, YCTAHOBEH
uype3 U3MEpBaHe rojieMUHaTa Ha POJTUKYIUTE C YATPa3BYK U U3MEPBaHEe HUBOTO HA €CTPOTEH.

AKo OBJe cueTeHO 3a TOIXO IO yBeINIeHre Ha Jo3aTta FSH, 3a mpeanmounTane € KOpeKIusITa 1a ce
U3BBPIIBA HA UHTEpBaNIU OT 7 10 14 auu u B konuyecTsa ot 37,5 no 75 IU. BpemerpaeHeTo Ha
CTUMYJIAIUATa B PAMKHTE Ha BCEKH UK MOXKE Ja 0bJIe MPOABIKEHO HAl-MHOTO JI0 5 CeIMUIIH.

[Ipu nocTurane Ha onTUMajeH OTTOBOP TPsIOBa /1a ce MPUIIOKU €IUHUIHA HHKEKIHS C

250 mukporpama r-hCG wium 5 000 IU o 10 000 IU hCG 24 no 48 yaca cnen nocieAHATE HHXEKLIUT
¢ GonurpornuH anda u yrponuH anda. Ha manuenTkara ce npernopbysa J1a IMa IMOJIOBO CHOIIICHHUE B
neHs Ha nmpwiaraneto Ha hCG wnm nipes ciieaBamus JIeH.

Karo anrepuatrBa Moxe 7a Obji€ MPOBEICHO BTPEMATOUHO OCEMEHSIBAHE WIIH Pyra MEAMIINHCKA
Hpolelypa 3a aCUCTHpaHa PEMPOIYKIIUS 10 JIEKapcKa MPEIeHKa, CIIopel KIMHUYIHUS CITyJaii.

Mosxe a ce OOMHUCIN ¥ OJIPBXKKA Ha JTyTearHaTa ¢a3a, Thid KaTO HEJJOCTUTBT Ha BEIIECTBA C
nyreorpomnHo neiicteue (LH/hCG) cren oBynanusaTa Moxe a J0BEE /10 MPESKICBPEMEHHO 00paTHO
pa3BUTHE Ha KBITOTO TSJIO.

[Tpu mocTrrane Ha MPEeKOMEPEH OTTOBOP JICYSHHETO TPIOBA J1a ce MPEYCTAaHOBH, KAKTO U
npunoxxenuero Ha hCG. Tepanusra Tpsa0OBa n1a Ob1e Bb300HOBEHA TIpe3 CIIeABAIINS IIUKBI C TTIO-HUCKA
nmo3a Ha FSH, 0TKONKOTO B IpeIUIIHAS ITUKBII (BK. Touka 4.4).

Mruorce ¢ xunozonadomponen Xuno2oHaousbm

®onurponuH anda tpsdBa na Ob1e npuiarad B go3a oT 150 IU tpu mbtu ceamuyno 3aeaHo ¢ hCG 3a
MHUHHUMAJIEH MepHoz OT 4 Mecera. AKO Cliel TO3H IEpHOA He ce HaOIoJaBa OTTOBOP OT CTpaHa Ha
HanueHTa, KOMOMHUPAHOTO JICYCHUE MOXKE 12 MPOABIDKH; HACTOSIIUAT KIMHUYEH OITUT COYH, Y€ 3a
IIOCTUTaHE Ha CIIepMaTOreHe3a MOJKe J]a Ce HAJIOKU TepamHus ¢ IPOIbDKUTEIHOCT ToHe 18 Mecemna.

CrelyaiHy MOmyIalin

Cmapuecka 8v3pacm

Hsma chOTBETHO MPUIOKEHUE HA GONUTPONHH ajida Mpy MalUeHTH B cTapyecka Bh3PAcCT.
be3onacHocTTa U ehukacHOCTTa HAa (GOMUTPONHH aJiha IPH MAIMEHTH B CTapUECcKa Bh3pacT He ca
YCTaHOBEHHU.

Bbvopeuno unu uepnoopobro yepescoare
be3omnacHocTTa, eukacHOCTTa ¥ (papMaKOKHHETHKATa Ha (POIMTPOIUH ajidha IpH MAUECHTH C
0BOpEeYHO WM YEPHOIPOOHO YBPEKIaHE HE Ca YCTAHOBCHH.

He()uampulma nonyiaauus
Hsama choTBeTHO MMPUIIOKCHUC HA (I)OJ'II/ITPOHI/IH anq)a B I€AaTpUYHaTa IOoIyJanus.

Hauun Ha npuoxxeHue

Bemfola e npeanasHaueH 3a moAKOX)HO TpuiokeHue. MHxeknusaTa TpsOBa 1a ce mocTaBsl [0 €THO U
CBITIO BpEME BCEKH JICH.

[IppBaTa nmkekuus Bemfola Tps6Ba na ce M3BBPILN MO NPSKO MEAULIMHCKO HAOIIOJCHHE.
CamocrosTenHo npuioxxkeHne Ha Bemfola TpsiOBa 1a ce n3BbppuIBa caMo OT MALMEHTH, KOUTO ca
JIOCTaThUYHO MOTHBHpPAHH, 00pe 00yUeHH ¥ KOUTO UMAT JOCTHIT O MHEHHETO Ha CIEIHAITUCT.



MsicToTo Ha HHXKEKTHpaHe TpsiOBa Ja ce IPOMEHSI €XKeTHEBHO.
Twii kaTo MpeABapUTEIHO HAITBIIHEHaTa ucanka Bemfola ¢ eqHO1030B MaTpoH € peHa3HavYeHa
caMo 3a eJlHa WHXKEKIHs, TpIOBa Ja ce MPEAOCTABAT SICHU YKa3aHUs Ha MAIMCHTUTE, 3a Ja ce U30erHe

HeIpaBWIHA YIToTpeOa Ha emxHogo30BaTa popma.

3a YKa3aHusgd OTHOCHO NPHUJIOKCHUECTO C MPESABAPUTCIIHO HAITBJIHCHATA MMUCAJIKA, BUXKTC TOYKA 6.6
JIJUCTOBKATA.

4.3 IIporuBomokazaHus

. CBPBXUYYBCTBUTEITHOCT KbM aKTHBHOTO BEIIECTBO MM KbM HAKOE OT IOMOIIHUTE BEIIECTRA,
n30pOoeHH B Touka 6.1;

. TyMOPH Ha XHIOTAIaMyCa WIH Ha XUIMOPHU3aTa;

. yBEIMYEH pa3Mep Ha AHYHUKA WM OBapHaIHa KUCTa, KOWTO HE ca CBhP3aHU C TOJIMKHCTO3a Ha
SIMYHHUKA U ca C HEU3BECTEH MPOU3XOJI;

. TMHEKOJIOTHYHHU KPHBOTCUCHHS C HEU3BECTEH MPOU3XO/I;

. KaplUHOM Ha AYHUKA, MaTKaTa WK I'bpaara.

donurponuH anda He TpsOBa 1a Obje NpUIIaraH NPU HEBB3MOXKHOCT 3a IIOCTUTAaHE HA €hEKTUBEH
OTrOBOp, HAIpUMeEp:

. I'bPBUYHA OBapualiHa HEAOCTATbYHOCT;

. MasipopMaluy Ha TIOJIOBUTE OpPraHy, HECbBMECTUMHU C OPEMEHHOCT;
. ¢ubpo3HN TYMOpH Ha MaTKaTa, HECbBMECTHMHU C OpPEMEHHOCT;

. I'bPBUYHA TECTUKYJApHA HETOCTATHYHOCT.

4.4 CuoeuuaJHu nNpeaynpe:xIeHUus: M NpeANa3Hu MePKHU IPH ynorpeda

IIpocneaumoct

3a fma ce moo0pu MPOCIETUMOCTTa Ha OHONIOTHYHUS JIEKAPCTBEH MPOAYKT, IMETO W MAPTUIHHST
HOMEp Ha MPIIIOKEHUS MPOTYKT TPSIOBA SCHO J1a CE 3aIMCBaT.

OO0 OpenopbKu

®donutponuH anda e MOIICH TOHAA0TPOICH JIEKAPCTBEH MPOIYKT U MOXKE Ja TIPETU3BUKA JICKHU JI0
TEXKHU HEe)KEJIAHU JICKAPCTBCHH PEaKINK U TPSOBA Jia Ce MpHiiara caMo OT JICKapH, OJpOOHO
3amo03HaTH ¢ MPobIeMUTE Ha 0E3TUIOANETO U TIXHOTO JICUCHHE.

JledeHueTo ¢ rOHaJOTPONIMHY H3UCKBA OTACISHETO HA TOCTaTHUHO BPEME OT JIEKAPUTE U
MEANIMHCKNATE CIIEINAIICTH, KAaKTO W HATMYMETO Ha IMMOAXOAAINA araparypa 3a IpOoCeIsiBAHETO MY .
[Ipu xenute 6€30MacHOTO U e(hEKTUBHO MPHIIOKEHHE Ha (HOJIUTPONHUH ajida Hajgara IpocieasiBaHe Ha
OBapHaJIHKUA OTTOBOP MOHE C YITPa3BYK, KATO 3a MPEANOYUTaHE € KOMOMHUPAHETO MYy C PEJOBHO
W3MEpBaHe Ha CEpyMHHTE HUBA Ha eCTpaauoi. [Ipy oTaenHnTe ManueHTKH MOXKeE 1a UMa Pa3JInKH B
CTeTeHTa Ha OTTOBOp crpsimo mpuiioxkeHuero Ha FSH, kato mpu Hskou otroBopsT kbM FSH Moxke na
€ MHOTO c11a0, a Mpu APYTH — IpeKajieHo cuieH. Kakro mpu MpxeTte, Taka U MpH )KEHUTE TPsiOBa Aa
ObJaT U3NOI3BaHM Hali-HUCKUTE e()EeKTUBHM 03U, ChOOPA3EHH C LIEINTE Ha JICYEHUETO.

Tlopdupus
[NanuenTu ¢ nopdupus nnu GpaMuiHa anamHe3a 3a mophupus TpsAOBa Aa ObAAT BHUMATEITHO
IpocCieiABaHy 110 BpeMe Ha JIedeHUeTo ¢ ¢poauTponuH anda. Biomiapane Ha CbCTOSHUETO UM WM

Pa3BUTHUC HA HOp(I)I/IpI/I}I de novo Moxe Ja HAJIOKU MPCKPATABAHC HA JICUCHUCTO.

Jleuenne npu >KeHHA




IIpenu 3amouBaHe Ha ICYCHUETO IPUIMHUTE 3a OS3IIIONNE Ha JBOWKATa TPsOBa ga ObJaT OIEHEHN
KaTO TOXOIAIIHN, KAaKTO U 1a ObJaT MPEICHEHN €BEHTYATHUTE IIPOTUBOIIOKA3aHUA 32 OpeMeHHOoCT. B
YaCTHOCT, MAIUCHTKHUTE TPsIOBa 1a ObJAT U3CICABAHU 33 XUITOTUPEOUTU3BM, aIPEHOKOPTHKAITHA
HEJOCTAaTHYHOCT, XUIEPIPOIAKTUHEMUS, KaTO Ob/Ie HA3HAYCHO MOAXOIANIO0 CICIM(PUIHO JIeUeHHE.

[Tpn manmeHTKy, Mpu KOUTO ce MPOBEX/Ia CTUMYJIAIHS Ha (DOIHMKYITHHS PacTeK, HE3aBUCHMO JaJn
KaTo JICYCHHUE T10 ITOBOJ aHOBYJIATOpHO Oe3ioue, uiu BbB Bpb3ka ¢ APT, Moxe na ce Habmonasa
YroJeMsIBaHE Ha SHYHULUTE WK Ja c€ pa3Bue xunepcrumynanus. [Ipuabpxkanero KbM
NPENOPBUYUTENHUTE 32 GOIUTPONHH anda T03H U TePANeBTHYHH CXEMH, KAKTO U BHUMATEITHOTO
npocieasBaHe Ha JICUEHHETO OMxa CBEJU 10 MUHIMYM YecToTaTa Ha MOJ00HH CiTydad. 3a TOYHA
MHTEpIIPETALMs Ha MIOKa3aTeIUTe 3a CTEIEeHTa Ha (PONMKYIIHO Pa3BUTHE U Y3psIBaHE JIEKapsT TpsiOBa
Ja ObJie OTIUTEH B Pa3UUTAHETO HAa ChOTBETHHUTE M3CIICIBAHHS.

[Ipyu KIMHUYHAUTE U3MUTBAHUSA € 320€I13aH0 TIOBUIIICHHE Ha YYBCTBUTEITHOCTTA HA SITYHUIUTE KbM
(honuTponuH anda, KOraro ce mpujiara B KOMOMHAIUS ¢ JIyTPOIUH ajida. AKO ObJe CYCTCHO 3a
MOJIXOJIAII0 YBeIMueHue Ha go3ata FSH, 3a npenmnounTaHe e KopeKIusaTa aa ce U3BbPIIBa Ha
uHTepBanu oT 7 1o 14 nHu u B konuuectsa ot 37,5 go 75 IU.

He e npoBexaano JUPEKTHO cpaBHEHUE MEXTYy KOMOMHAIMsITA OT QonutporuH anda/LH u yoBemkus
MeHonay3aneH ronanotponut (hMG). CpaBHEHHETO Ha UCTOPUYECKH JJaHHU TpeArosara, 4e
CTETIeHTa Ha OBYJaLus, nocturHara ¢ gonurponus anda/LH, e cxogna ¢ mocturnarara ¢ hMG.

Cunopom Ha osapuanna xunepcmumyaauus (COXC)

W3BecTHa CTENeH Ha yrojeMsBaHe Ha SIHYHUINTE € OYaKBaH e(PeKT Ha KOHTPOJIUpaHATa OBapHaTHA
ctumyJaanus. TS ce cpelia o-4ecTo MpH JKeHU ChC CHHIPOM Ha OBapHajIHa MMOJUKHUCTO3a U
OOMKHOBEHO perpecrpa 0e3 JieuecHue.

3a pa3iMKa OT HEyCIIOKHEHOTO yroneMsaBane Ha sitununmre, COXC e checTosiHMEe, KOETO MOXKE Ja ce
IPOSIBU B PA3JIMUHU CTENEHH Ha TeXeCT. To BKIIOUBA IOAYEPTAHO YrojeMsBaHe Ha sIMUHULIUTE,
BHCOKH HHBa Ha ITOJIOBU CTEPOMIHU XOPMOHHM B CEpyMa M MOBUILIABAHE HAa CHAOBHS epMEaOMIINTET,
KOETO MOJKe J1a A0BEE 0 3aApbKKa Ha TCYHOCTH B IEPUTOHEATHATA, IJIEBpATHATA U, MaKap U pAAKO,
B NIEpUKapAHaTa KyXHUHa.

[Ipu Texxku cnyyan Ha COXC Moxe a ObaaT HaOMogaBaHu CIeIHUTE CUMIITOMH: 0OJIKa B KOpema,
paszayBaHe Ha Kopema, 3HAaYUTeITHO YroJieMsiBaHe Ha SHYHHUIINTE, TOBHUIIABAHE HA TEJIECHOTO TETJIO,
JIUCIIHES], OJTUTYPUSI ¥ TACTPOUHTECTHHAIHNA CHMITTOMH, BKIFOUBAIIH TaJICHE, TOBPBILAHE U TUAPHSL.
Knuan4aHOTO M3CnenBaHe MOXKeE Ja MOKaKe XUITOBOJIEMUSI, XeMOKOHLEHTPALIUS, €IIEKTPOIUTEH
JaucOanaHc, acliuT, XeMOIIEPUTOHEYM, IJIEBPATHU U3JIMBH, XUAPOTOPAKC WK OCTHP PECITUPATOPEH
nuctpec. Muoro psinko TexkusT COXC Moxe 1a 0b/1e yCIOXKHEH OT TOP3UO Ha SIMUHUKA WA
TPOMOOEMOOIMYHN HHIIUICHTH KaTo 0eoApo0Ha eMOOIHs, ICXeMUYeH HHCYIT Wi HH(apKT Ha
MHOKap/a.

HesaBucumure puckoBu ¢aktopu 3a pasputiue Ha COXC BKIIIOUBAT MJiaJia Bb3pacT, YMCTa TeJlecHa
Maca, CHHAPOM Ha OBapHaJHa MOJIMKHUCTO3a, TI0-BUCOKH JJ03U €K30T'€HHU TOHAI0TPOITMHHU, BUCOKH
abCcoMOTHH WK OBbP30 MOBHIIABAIIY CE CEPYMHH HMBA Ha €CTPAJANOI M IPEAUIIIHN STU30I1 Ha
COXC, romsim Opoii pa3BHUBaIIX ce OBaApHATHH (HOJTUKYIIH U TOISIM OpOii OOIIMTH, IOJTYUICHH MPH
IIMKJTM Ha aCHCTHpaHa penpoaykTiBHa TexHomorus (APT).

[MpuabpkaHeTo KbM MpenopbuaHuTe 3a GONUTPONUH aida 031 U TeParleBTUYHU CXEMH MOXKeE Ja
CBeZle 0 MUHUMYM PHCKa OT OBapHa Ha XurepcTuMynanus (Bx. Touku 4.2 u 4.8). [IpocnensBanero
Ha LMKJINTE Ha CTUMYJIAlKs C yATPa3ByKOBO M3CIEIBaHE, KAKTO U U3MEPBAHETO HAa HUBATA Ha
€CTPaaMoI ca MPEHOPBHUUTENIHH 32 PAHHO PAa3MO3HABAHE HA PUCKOBUTE (HAKTOPH.

Nwma nokasaresncTsa, MO3BOJSBAIIN Ja ce peanonoxu, ye hCG urpae Kirro4oBa poss B
npenu3BukBaHeTo Ha COXC 1 4e TO3M CHHIPOM MOXKeE Ja Ob/Ie IO-TeXBK U IPOABIDKUTENEH, aK0
HACTBIIM OPEMEHHOCT. 3aTOBa, aKO CE MOSBAT MPHU3HALM Ha OBapHaIHa XUIIEPCTUMYJIaNus, €
mpenoprUYUTENHO aa He ce npuiara hCG n nanuenTkara 1a Ob/ie TOChBETBaHA Ja C€ BB3AbPKa OT



TIOJIOBU CHOILICHHS WJIH JIa M3TI0JI3Ba OapHEepPHH METOIU Ha KOHTPAIETIIINS B TPOABIDKEHHE TIOHE Ha
4 man. COXC Moxe na ce pa3Bue 66p30 (B paMKuTe Ha 24 yaca) WIN 3a HIKOJIKO THH U Ja Ce
MPEBBPHE B CEPHO3CH KIMHUYCH MpoOsieM. Haii-uecto Toii ce mposBsBa Clie]] CIupaHe Ha
XOPMOHATHOTO JICUEHUE U JOCTHUTa IO MAKCUMyMa CH OKOJIO CEJeM JI0 JCCET JHU CJIe]] ISYCHUETO.
3aroBa cien npuiaranero Ha hCG nmanueHTKUTe TpsiOBa 1a ObaaT MPOCICAsIBaHHU 3a IIEPUOJ] OT IIOHE
2 ceaMuIIn.

[pu nposexxnanero Ha APT, acniupanusta Ha BCHUKH QOJIMKYIIN PN OBYJIAIMATA MOXKE JIa HaMalll
pucka ot pazsurue Ha COXC.

Jlexust unu ymepen COXC oOuKHOBEHO peMuHaBa crionTanHo. [Ipu pazsutue Ha Texxpk COXC e
IPENOPBUYUTENIHO JEUEHUETO C TOHAIOTPOIIMH, aK0 BCE OLIe IIPOABIIKABa, 1a Ob/ie IPEKPATEHO, a
MaIMeHTKaTa Aa NOCTHIM B OONHUIA U 12 ObJIe 3al04HaTa NOAXO0I1IIa Tepanusl.

Mnozconnoona bpemennocm

[pu nanmeHTKHTE, IPH KOUTO CE MPOBEXKIA MHAYKIIHS Ha OBYJIANUATA, YECTOTaTa HA MHOTOILIIOIHATA
OpEMEHHOCT € MOBUIIICHA B CPAaBHEHHUE ChC 3aYE€BAHETO MO €CTECTBEH BT, [lo-roismara yact ot
CIydJauTe Ha MHOTOIUIOHO 3a4deBaHe ca OJu3Hanu. MHOTOIUIOHATa OpEMEHHOCT, 0COOEHO P
NoBeYe OT JIBa TUI0JIA, HOCH MTOBHIIICH PHCK OT YCIIOXKHEHHS KaKTO 3a MalikaTa, Taka U 3a IJIoja B
TIEPUHATATHUS TICPUO]I.

C ICJI CHMXXaBaHE Ha pUCKa OT MHOT'OIIJIO/THA 6peMeHHOCT C€ MPEIoOpBbYBAa BHUMATEIITHO IIPOCIICAABAHE
Ha OBapuajlIHug OTTOBOP.

[Ipn manmenTkute, nognoxxenn Ha APT, puckbsT OT MHOTOIUIOAHA OPEMEHHOCT € CBBP3aH IJIABHO C
6p0$[ Ha UMIUTAaHTUPAHUTEC 6M6pI/IOHI/I, TAXHOTO Ka4€CTBO U Bb3pacCTTa Ha MallMCHTKATA.

HaLII/IeHTKI/ITe TpSI6Ba Ja 6’B,Z[aT npeaynpeacHu 3a NOTCHIUATHNAA PUCK OT paKJAaHE Ha MMOBCYUC OT CAHO
JACTC MPEan 3al10UYBaHC Ha JICUCHUCTO.

3azvba na niooa

[Ipu manueHTKy, MPH KOUTO C€ IMPOBESK/Ia CTUMYJIAIKS Ha (DOJIMKYJIHHUS PACTEX C IeJI HHAYKIUSA Ha
OByJaIusITa WK npoBexaane Ha APT, yecToraTa Ha 3ary0a Ha IU10/1a IIOpaay CIIOHTAaHEH a00PT MK
a0opT € T0-BUCOKA B CPABHEHUE C Ta3H CJIE] 3aYCBAHE M0 SCTECTBCH ITHT.

Exmonuuna bpemennocm

[Ipu >xeHu ¢ anamHe3a 3a TyO0apHO 3a00JsBAHE MMa PHUCK OT EKTOMMYHA OPEMEHHOCT, HE3aBUCUMO
JIAJTH TS € pe3yJITaT OT CIIOHTAHHO 3aYeBaHE WU CIICIU(PUIHO JIeUeHre opaau Oesmnoaue. Yecrorara
Ha ekTonu4yHa oOpeMeHHocT ciiea APT e choOIiaBaHa KaTo 1o-BHCOKa, OTKOJIKOTO B 00II1aTa
MOMyJIaIK.

Heonnasmu na nonosama cucmema

Nwma cpobmieHus 3a OBapHaIHU U APYTH HEOIUIa3MH Ha TI0JI0BaTa CHCTEMa KaKTo JOOPOKadeCTBEHH,
TaKa ¥ 3JI0KAUYeCTBCHU, IIPU KEHU, TOJJI0KEHU Ha CXEMU Ha JICUEHUE C HIKOJIKO JICKapCTBa MOpaau
Oe3rmioane. Bee orie He € yCTaHOBEHO Jalv JISYEHHETO ¢ TOHAIOTPOIIMHY TIOBHINIABA PUCKA OT
pa3BUTHE HAa TAaKWBa TYMOPH MPH OE3IIIOTHUTE KEHH.

Bpodenu mangpopmayuu

Yecrorara Ha BpomeHuTe Mandopmaruu ciex APT e Manko mo-BUCOKa OT Tas3| CJIe] CIIOHTAHHO
3aueBaHe. CMATa ce, Ue TOBa CE JIBJDKH Ha pa3iInKaTa B XapaKTePUCTUKUTE Ha POUTEIUTE (HATp.
BB3paCT Ha MaiKaTa, XapaKTEePUCTHUKHU Ha CIiepMara), KaKTO ¥ Ha MHOTOILJIOHATa OpEMEHHOCT.

Tpomboemboruyru uHyUOeHmu

IIpu >keHU ChC CKOPOIITHO WIIH HACTOSIIO TPOMOOSMOOINYHO 3a00IsIBAHE WITH TIPH KEHH C HATMYHE Ha
JIPYTH PUCKOBH (DaKTOpH 3a TPOMOOEMOOIMYHH WHITUICHTH KaTo JINYHA WK (DaMUTHA aHAMHE3a,
JICYEHUETO C TOHAOTPOITHH XOPMOHH MOJKE JTOIBJIHUTEIHO Ja MOBHUIIK PUCKA 32 BJIOIIABAHE MM
nosiBa Ha 1o/1o0HU chOuTHA. [Ipy TakuBa jkeHU ToI3aTa OT MPUJIATAHETO HA TOHAIOTPOIIHH TPOBa Jia




0b1e choOpa3eHa ¢ puckoBere. TpsOBa 1a ce 0TOeNeXkH, Ye U OpEMEHHOCTTA caMa 110 cede CH, KaKTO U
COXC, cphI10 BOAAT IO MOBUIIEH PUCK OT TPOMOOSMOOTMYHA HHITHIACHTH.

Jledenue OpHu MBKE

IToBumaBaneTo Ha eHmOTeHHUTE HUBA Ha FSH € rmokaszaTeiHo 3a mbpBUYHA TECTUKYJIapHA
HepocTaThYHOCT. [Ipu TakuBa nmaryieHTy TepanusaTa ¢ GoauTponuH anda HiaMa eext. DomuTponuH
anda He TpsOBa Ja ce M3IMOI3Ba, KOTaTO HE MOXKE JIa ce TIOCTHTHE e(heKTHBEH OTTOBOD.

Karo gact ot H3CJICABAHUATA 3a YCTAHOBABAHE OTI'OBOPA HA JICHCHUCTO CC MPCIOPBHYBA NPOBCIKIAAHE
Ha aHaJIi3 Ha CEMCHHATa TEYHOCT 4 a0 6 Meccla CJICA HAYaJI0TO Ha TCpanusTa.

CopabpkaHue Ha HATPpUN

To3u nekapcTBEH NPOAYKT Chabprka Mo-Maako oT 1 mmol (23 mg) HaTpuii Ha 1033, T.€. MOXKE J1a Ce
Kaxke, 4e MPAKTHYECKH HE ChJIbPKa HATPHH.

4.5 B3aumopeiicTBHe ¢ APYIrd JeKAPCTBEHU MPOAYKTH U APYrd (popMH HA B3anMoelicTBUE
EnnoBpeMeHHOTO npuiIokeHHe Ha POIUTPOINHH anda U IPyrd CTUMYITUPAIIH OBYJIAIHsITa
nexapctBeHu npoayktu (Hanp. hCG, kmomudeH uTpar), Moxe J1a yeruiu (DOJIUKYITHUS OTTOBOD,
JTOKaTO €THOBPEMEHHOTO NPHUIIOKEHHE HA aroHUCT win anTtaroarct Ha GnRH ¢ men XI/IHO(i)I/IBHO
JIECeHCHOMIM3NPaHe, MOKeE J1a JOBEIe JI0 MOKavYBaHe Ha J1o3aTa GoNuTponuH anda, HeoOXoauma 3a
MpeIM3BUKBaHE Ha aJIEKBAaTeH OBapHaJieH OTroBop. He ca cho0maBanu Ipyru 3HAYNMH
B3aMMOJICHCTBUS C JIEKAPCTBEHU NPOAYKTH II0 BpeMe Ha Teparnus ¢ GoJUTpOnHH anda.

4.6 dDepruauTeT, OPEMEHHOCT U KbPMeHe

BbpemenHocT

Hsma choTBeTHH MOKa3aHMA 3a yrorpeba Ha GonuTponyH ajnda mno BpeMe Ha OpeMeHHOCT. JlanHuTe
OT OTpaHuyeH OpOil ciTydan Ha €KCIIO3HUIIHS MPU OpEeMEHHOCT (3a m3X0/a Ha mo-Maiko oT 300 cimydas
Ha OPEMEHHOCT) He MMOKa3BaT Majxdopmanuu win GeTo/HeOHaTaIHa TOKCHYHOCT Ha (DOITMTPOITUH
anda.

He e nabnronaBan tepaToreneH eekT MpH MpoyUBaHUATA BbPXY JKUBOTHU (BX. ToUka 5.3). B cryyaii

Ha €KCIIO3MLMS 110 BpeMe Ha OpEMEHHOCT KIMHUYHHUTE JaHHH Ca HEAOCTaThUHM, 32 JIa C€ U3KITIOUN
TepaToreHeH eekT Ha GomUTponuH anda.

Kopmene

®donurponuH anda He € MoKa3aH Mo BpeMe Ha KbpMEHE.

DepTUnuTeT

®donutponuH anda e mokazax 3a ynorpeda npu Oesmioaue (Bxk. Touka 4.1).
4.7 EdexTn BbpXy crioco0HOCTTA 32 WoupaHe u padoTa ¢ MAIINHA

(DOJ'II/ITpOHI/IH anq)a HC IIOBJIMsBA WM IIOBJIMABA npeHe6pe>KI/1Mo CIIOCOOHOCTTA 32 I]_IO(l)I/IpaHe n pa60Ta
C MalllkHH.

4.8 Hexenanu JekapcTBeHH peaKIUU

O0600611eHMe Ha npodwia Ha OE30I1aCHOCT

Haii-uecto C’BO6IJ_IaBaHI/ITe HCXKCJIaHU JICKAPpCTBCHHU PCAKIINU Ca FJ'IaBO6OJ'II/IC, OBapHaJIHU KUCTU U



JIOKaJTHH PeaKkIiK Ha MSACTOTO Ha WHXKEKTHpaHe (Hamp. 00Jka, epuTeMa, XeMaToM, IO TyBaHe W/
Ipa3sHEeHE Ha MSICTOTO Ha MHKEKTHUPAHE).

YecTo choOI11aBaH € JIeK 40 yMepeH CUHAPOM Ha oBapuanHa xunepctumyianus (COXC), koito
TpsIOBA Ja ce CUMTa 3a PUCK, CBBP3aH ¢ npoienypara Ha ctumyaupane. Texkuar COXC e Hedect (BK.
Touka 4.4).

TpoMOoemMO0IHsT MOXKE Ja c€ TIPOSIBU MHOTO PSIKO (BXK. TouKa 4.4).

CruchK Ha HEXKEJIaHU PCaAKIINun

3a M3Moa3BaHaTa TEPMUHOJIOTHATA [0 OTHOIIICHHE HA YeCTOTATa Ce MPUJIaraT CIICIHUTE ONPECTICHUSL:
MHoro yectu (> 1/10), wectu (> 1/100 no < 1/10), Heuectn (> 1/1 000 mo < 1/100), peaxu (= 1/10 000
1o < 1/1 000), maoro peaku (< 1/10 000).

Jleuenne npu >KeHHA

Hapywenus na umynnama cucmema
MHoro peaku: Jlexu 10 TeXKHW peaklny Ha CBPHXUYBCTBUTEIHOCT, BKIIOYUTETHO aHA(DIIIAKTHIHN
peaKkIuy u MIOK

Hapywenus na nepsnama cucmema
MpHoro uectu: T'maBoOoimne

Cvoosu napywenus
MHoro peaKu: TpomboemboHs (KakTo BBB Bpb3ka che COXC, Taka ¥ OTACITHO OT HETO)

Pecnupamopnu, epvonu u meduacmunanriy HapyuieHus
MHoro peaKu: OO0ocTpsiHE WIH BIIOIIaBAHE Ha acTMa

Cmomawno-upesHu HapyuieHus
UYecru: Kopemna 6onka, pa3ayBaHe Ha KOpeMa, KOpeMeH JUCKOMQOPT, TajieHe,
MOBPBIAHE, TUAPUS

Hapywenus na 6b3np0u360()umeﬂnama cucmema u prdama

MHoro yectu: OBapuaiiHi KUCTH

YecTu: Jlex mm ymepern COXC (BKJIFOUUTEITHO CBBP3aHUTE C HETO CUMIITOMHU)
Heuecru: Texpk COXC (BKIIIOYUTEITHO CBBP3aHUTE C HETO CUMIITOMH) (BK. Touka 4.4)
Penxu: Ycnoxnaenns Ha Texbpk COXC

Obwu napyulenus u egpekmu Ha MACIMOMO HA NPULOIHCCHUE
MHoro yectu: Peaknym Ha MICTOTO Ha HHXKEKTHpaHe (Hamp. O0JKa, epuTeMa, XeMaToM, IOAyBaHe
W/WIK Ipa3HeHe Ha MSICTOTO Ha HHKEKTHUPAHE)

Jleuenne npu MBXe

H(IDVWQHU}Z HA UMYHHama cucmema
Mmnoro PECAKU: Jlekn A0 TCXKKHU PpCAKIHNU Ha CBPBbXTYBCTBUTCIHOCT, BKIIFOUUTCIIHO aHa(l)I/IJ'IaKTI/I‘lHI/I
PEAKIUHA 1 IIOK

Pecnupamopnu, epvonu u meduacmunaniu HapyuieHus
MHoro0 peaKu: OO0ocTpsiHE WJIH BIIOIIABAHE HA acTMa

Hapvwenus na koocama u n0OKOHCHAMA MbKAH
Yecrtu: AxHe

HCZDVWQHM}Z HA 61)31’!00“3600”1118]11-!(1"1(1 cucmema u ebp()ama
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Yecrtu: I'unexomactusi, BapuKoIesie

Obwu napyuienus u egpekmu Ha MACIMOMO HA NPULOAHCCHUE
MsHoro yectu: Peaknuu Ha MICTOTO Ha MHXKEKTHUpaHe (HAmp. O0JIKa, epUTEMa, XeMaTOM, ITOAyBaHE
W/WIK JIpa3HeHe Ha MSICTOTO HA HHKEKTHUPAHE)

HUscnedsanus
Yectu: TToBumaBaHe Ha TETJIOTO

C’B06H_IaBaHe Ha 10J03MpPaHu HEXKCIaHU pCAKIINH

Cro0ImaBaHeTo Ha IMOIO3MPAHN HEKEJIaHHU PEaKIIMU ciie]] pa3peliaBane 3a ynoTpeda Ha JIeKapCTBEHUS
OPOAYKT € BaxkHO. TOBa MO3BOJISABA 14 TIPOIBIDKH HAOIOICHUETO Ha ChOTHONICHUETO TION3a/PUCK Ha
JICKapCTBEHUS MPOAYKT. OT MEIUIIMHCKUTE CIICIUATUCTH C€ U3UCKBA J]a ChOOIIaBAT BCSKA
MOJI03MPaHa HeXellaHa Peakiusl Ype3 HallMOHAIHATA CHCTeMa 3a ChoOIIaBaHe, MoCOUeHa B

Ilpunoxenue V.

4.9 Ilpeno3upane

EdexTsT 0T npeno3upaneto Ha GOTUTPONUH anda e HeM3BECTEH, HO BHIIPEKH TOBa UMa BH3MOKHOCT
3a pa3suBane Ha COXC (Bxk. Touka 4.4).

5. ®APMAKOJIOT'MTYHU CBOMCTBA
5.1. ®apmakoaMHAMUYHHU CBOWCTBA

®dapmakoTepaneBTHYHA Tpyma: [100BH XOPMOHU U JIEKapCTBEHU MPOYKTH, PETYIUPAIIH ITOJI0OBaTa
cucrema, ronagorporuan, ATC komx: GO3GAOS.

Bemfola e 6uonornuno nonodeH nexapcTBeH npoaykr. [loapobua undopmanus e nperocraBeHa Ha
yeOcaiita Ha EBponeiickaTa areHuus 1o jgekapctpaTa http:/www.ema.europa.eu.

MexaHU3bM Ha IEWCTBUE

Oonmukynoctumyaupamusat (FSH) u myrenamsupammust xopmos (LH) ce cekperupat oT mpeaHarta
4yacT Ha Xurnodu3Hara xJie3a B orroBop Ha GnRH u urpast qomsnBaiy ce poiau BB (DOIUKYITHOTO
pasButue u oBynamusaTa. FSH ctumynupa pa3BuTreTo Ha OBapHaiHU (DOIHMKYIIH, JOKATO NEHCTBUETO
Ha LH e cBbp3aHO ¢ HOTUKYITHOTO pa3BUTHE, CTEPOUIOTEHE3aTa H MATypPaIHsITA.

(DaDMaKOZ[I/IHaMI/I"IHI/I ed)eKTI/I

Husara Ha nuxubun u ectpaauoi (E2) ce mouinasart cies npuioxenue Ha r-hFSH ¢ mocneapaiio
UHAyIMpaHe Ha QonuKyIHOTO pa3BuTHe. CepyMHUTE HUBA HA MHXMOWH Ce IMOBUINABAT OBP30 U TOBA
MOXe J]a ce HaOJI0/IaBa ollle Ha TPETHs JieH OT npuiiokeHrero Ha r-hFSH, nokato 3a cepymHuTe HUBA
Ha E2 e HeobxoauMo TIoBede BpeMe 1 OBHUIIICHHE C€ HAOJIFOIaBa €1Ba OT YSTBHPTHS JICH Ha
neuenuneto. OOmuAT GonukynapeH obem 3amousa Ja ce NOBUIIaBa 4 10 5 THU ciie]] 3aoYBaHe Ha
exenHeBHO npwiarane Ha r-hFSH u, B 3aBHCHMOCT OT OTrOBOpa Ha MalMeHTKaTa, MaKCUMalieH epekT
ce noctura okouio 10 IHU ciel HaYanoTo Ha MpuiiokeHueto Ha r-hFSH.

Knnanyna ed)I/IKaCHOCT 1 0€30MacHOCT IIpH )KCHU

IIpy KTHHUIHUTE MPOYYBAHUS MAIMEHTKHUTE ¢ TSKBK nedurut aHa FSH u LH ce onpenensaT mo HUBOTO
Ha LH B enporennus cepym < 1,2 [U/], Taka kakTo ce u3mepBa B 1abopaTopusiTa Ha CbOTBETHHUS
neHTbp. TpsiOBa obaye fa ce UMAT MpeABH] BapHALIMUTE B pe3yaTaTuTe OT u3MepBanusiTa Ha LH B
PasITUIHUTE JTa00PATOPHH.
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http://www.ema.europa.eu/docs/en_GB/document_library/Template_or_form/2013/03/WC500139752.doc
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[Ipu knuHUYHKUTE TpoyuBaHus, cpaBHsBamy r-hFSH (dhonurponun anda) u ypunapuus FSH npu APT
(Bk. TabyuIIaTa MO-701Y), U IIPU IPEIU3BUKBaHE Ha OBYJAIUs, GOIUTPOIUH ajida ¢ OUII o-MOIICH
ot ypuHapaus FSH ot rneiHa Touka Ha mo-HHUCKaTa o01a J03a U MO-KpaTKus MEpUo/I Ha JISUCHNUE,
HEOOXOMMH 332 CTUMYJIMpPAHE Y3PSABAHETO Ha (DOHMKYIIHTE.

IIpu APT ¢onutponud ajida B mo-HUCKa o0IIa 103a U 3a IO-KpaThK MEPHO/ Ha JICUCHHE OT
ypuHapaus FSH e noBesn 10 mo-romnsiM Opoit mosryueHn 0OLMTH B cpaBHEHHE ¢ ypuHapHus FSH.

Tabnuna: Pesynratu ot npoyusane GF 8407 (panmoMu3upaHo Npoy4BaHe ¢ MApaJICITHU TPYIIH,
CpaBHsBAILO epUKaCHOCTTa U Oe3onacHocTTa Ha (onuTponuH anda c ypunapaust FSH npu
ACHCTHUPAHUTE PEIPOIYKTUBHH TEXHOJIOTHH)

S);(E:TPOHHH ypunapen FSH

(n=130) (n=116)
Bpoii Ha mony4yeHUTE OOLUTH 11,0+£5,9 8,8+4.8
HeoOxoaumu nam 3a ctumymanwst Ha FSH 11,7£1,9 14,5+3,3
Heo6xoamma o6mra mo3a FSH (6poit ammynu FSH 75 1U) 27,6£10,2 40,7£13,6
Hyxna ot moBumasane Ha go3ata (%) 56,2 85,3

PaznukuTe Mex Iy ABETE TPYIH ca cTaTUCTHUCCKH 3HaunMH (p< 0,05) 110 OTHOIIEHNE HA BCHUKH
U30pOCHH KPUTEPHH.

Kinununyna edukacHOCT U 0€30HaCHOCT MPH MBbXKE

[Ipu mpxe ¢ HapymeHa cekpeuust Ha FSH ¢onutponun anda, npunaran eqnospemenno ¢ hCG 3a
NIEPUOJ OT NOHE 4 Mecela, MHAYLUpPA ClIepMaToreHe3aTa.

5.2. ®apmakoKMHETHYHH CBOWCTBA

Hsima papmakoknHETHYIHO B3anMOJIeCTBIE MEXTY (DOIHTPONHH anda u JIyTporuH anda npu
€JHOBPEMEHHO IIPUIOKECHHUE.

Pasnpenenenue

Crnien MHTPaBEHO3HO MPIUIOKEHUE (DONMUTPOIMH alida ce pasnpeelis B eKCTPALCTYIApHUTE TSYHOCTH
MIPH HAYAJICH MOJTY>KHBOT OT OKOJIO 2 Yaca U C€ eMMUHUPA OT OPraHU3Ma MPH TEPMUHAICH
oJy>KUBOT OT 14 10 17 vaca. CTannoHapHUAT 00€M Ha paslpeeicHue ¢ B uHTepBaia ot 9 10 11 1.

Cren moAKOXKHO MPUIIOKEHHE a0CON0THATA OMOHATNYHOCT € 66% 1 MPUBUAHUAT TEPMUHAJICH
MOJTY>KMBOT € B MHTEpBana ot 24 10 59 yaca.. [IponopnroHaiHOCT Ha 103aTa ciel MOIK0KHO

npuioxkenue e gokazana 70 900 IU. [Tpu MHOTOKpaTHO MpHiIoKeHUe ponuTpornuH anda KyMmyiaupa
TPUKPATHO, KaTO JIOCTUTA CTAIIHOHAPHO CHCTOSIHUE B paMKUTE Ha 3 110 4 THHU.

EnumMunupane

O6umsr kimmpbHC € 0,6 1/h, kaTo okono 12% ot GonutponuH anda ce eKcKpeTupa B yprHaTa.

5.3 IlpeakJIVHUYHHU JAHHU 32 0€30MACHOCT

B nonbiiHeHHE KbM BeU€ CIIOMEHATOTO B ApyTH pazaenu Ha Ta3u KXII, HeKIMHUYHUTE JaHHU HE
MOKa3BaT 0COOCH PHCK 3a XOpa Ha 0a3aTa Ha KOHBEHIIMOHAITHUTE U3MTUTBAHUS 32 TOKCHYHOCT U
TeHOTOKCHUYHOCT NPH €IHOKPATHO U MHOTOKPATHO MpHJIaraHe.

[Ipu mbXxoBe, MOIOKEHH Ha (papMakoIoruyHu 1034 Gonurponud anda (> 40 IU/kg/nHeBHo) 3a

IMPOAB/DKUTEIICH TIEPHUOI, € C’bO6IIIeHO 34 HAPpYUICHWA BLB (i)epTI/UII/ITeTa, JbJDKAIIW C€ HAa HaMaJICHA
IIJIOJOBHUTOCT.
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BbB Brucoku go3u (> 5 IU/kg/nHeBHO) doaurponuH anda npuIHHIBA HAMAJICHUE B Opos Ha
JKu3HecocoouuTe (perycu, 6e3 ma MposBsIBa TEPATOTCHHOCT, a CHIIO M TUCTOIHS, CXOIHA C
HaOIrofaBaHarTa npu ypuHapHus MeHonay3saieH ronagorponus (hMG). Bemnpeku ToBa, Thil KaTo
¢donutponun anda He e moKazaH Mpu OPEMEHHOCT, TE3W JaHHU UMAT OTpaHndeHa KITMHUYHA
CTOWHOCT.

6. DAPMAIIEBTUYHHU JAHHU
6.1 Choucbk Ha IOMOLIHHUTE BelIECTBA

ITonoxcamep 188

3axapo3a

MeTtnonus

HunatpueB Gocdar quxuapar

Hatpuer muxuaporenpocdat nuxuapar
docdopna KucennHa

Bona 3a naxkexknuu

6.2 HecbBMecTHMOCTH
Henpunoxumo.
6.3 Cpox Ha roaHOCT

3 roauHU.
JlekapCTBEHUSAT MPOAYKT TPSIOBA Jla & MHIKESKTHPA BEJHATA CIIC/ OTBaPSIHE.

6.4 CpoenuajHU ycJI0BHUSI HA CbXPaHEHUE

Ja ce cpxpanssa B xnagmmHuK (2°C - 8°C). [la He ce 3ampa3zsBa.

[Ipenu oTBapsiHe M B paMKUTE HA CPOKA Ha TOAHOCT JIEKAPCTBEHHUAT MPOJAYKT MOXKE Ja CE U3BaIH OT
XJIATUITHUKA U J1a Ce ChXpaHsBa 10 3 Mecemna mpu TemrepaTypa 1o mox 25°C, 6e3 na ce mocrasst
OTHOBO B XJIAAWJIHHUK. JIeKapCTBEHUAT MPOAYKT TPsiOBa 1a ce U3XBBPIM ciiel] 3 Mecela, ako He € Oul
ynoTpeOeH.

Ja ce cpxpaHsiBa B OpUTHHAJIHATA OMAKOBKA, 32 J1a CE MPEIa3u OT CBETIINHA.

6.5 Buau chabp:kaHue HA ONMAKOBKAaTAa

1,5 ml matpon (ctpkno tumn I) ¢ riaaBa Ha OyTanoro (XxanoOyTuioBa ryMa) U alfyMUHHEBA OOKaTKa ¢
BJIOXKKA OT T'yMa, CIJI00€HH B IIPEABAPUTEIHO HAITbJIHEHA [TUCAJIKA.

Bemfola 75 1U/0,125 ml:
Bceku natpon ceabspxa 0,125 ml nHxeKInOHEH pa3TBOD.

Bemfola 150 1U/0,25 ml:
Bceku natpon chabpxa 0,25 ml HHKEKIIMOHEH pa3TBOP.

Bemfola 225 1U/0,375 ml:
Bceku natpon ceabpxa 0,375 ml nHXEKIIMOHEH Pa3TBOD.

Bemfola 300 1U/0,50 ml:
Bceku natpon ceabpxa 0,5 ml HHKEKIIMOHEH pa3TBOP.

Bemfola 450 1U/0,75 ml:
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Bceekun matpon ceabpixka 0,75 ml HEOKEKITHOHEH pa3TBOP.

OmnakoBku ¢ 1, 5 unu 10 npeaBapuTEIHO HATBJIHEHU MUCANKY, BKIIOUUTEIHO €AHA UTJla 3a
eHOKpaTHA ynoTpebda v TaMIIOH ChC CIIUPT 3a BCSAKa MHcainka. EqHa uriia u eIuH TaMIoH ChC CIIUPT,
3a J1a ce M3I0JI3Ba C MUCAIKAaTa 3a IIPIJIOKCHHE.

He Bcuukn BHOOBEC OIMAKOBKH MOrIaT Ja 6T>Z[aT IMIyCHATU Ha I1a3sapa.

6.6 CrhenuajaHu npeanasHu MepKHU NP U3XBHPJIsiHe U padoTa

Pa3tBOpBT HE TpAOBa Ja ce mpuiiara, ako ChAbpXKa YaCTHIIN WU HE € OUCTBP.

Bemfola npeaBapuTenHo HalrbJIHEHA MUCAJIKA € Pa3padOTEH Taka, 4e He T03BOJIsIBa OTCTPaHIBaHE Ha
HaTpoHa.

I/stm,pneTe H3BIIOJI3BaHATa IMACaJIKa U vI'jla BeAHara CJICA MHKCKTHUPAHC.

Hewusmon3panusr JICKAPCTBECH MPOAYKT WJIN OTHAABYHUTEC MaTCpUaid OT HETO Tp516Ba Ja €€ U3XBBPJIAT
B CBbOTBCTCTBUEC C MCCTHUTC U3UCKBAHM.

3a yKka3zaHus 3a ynoTpeda Ha IpeABapyUTEeIHO HAITBJIHEHH MHUCAJIKH, BIKTe JIUCTOBKATa 3a malueHra.

7. INPUTEXATEJI HA PASBPEHIEHUETO 3A YIIOTPEBA

Gedeon Richter Plc.
Gyodmrdi ut 19-21.
1103 Budapest
YHrapus

8. HOMEP HA PABPEHIEHUETO 3A YIIOTPEBA

Bemfola 75 1U/0,125 ml:
EU/1/13/909/001
EU/1/13/909/006
EU/1/13/909/007

Bemfola 150 1U/0,25 ml:
EU/1/13/909/002
EU/1/13/909/008
EU/1/13/909/009

Bemfola 225 1U/0,375 ml:
EU/1/13/909/003
EU/1/13/909/010
EU/1/13/909/011

Bemfola 300 1U/0.50 ml:
EU/1/13/909/004
EU/1/13/909/012
EU/1/13/909/013

Bemfola 450 TU/0.75 ml:

EU/1/13/909/005
EU/1/13/909/014
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EU/1/13/909/015
9. JATA HA TbPBO PA3PEIIABAHE/TIOJHOBSIBAHE HA PASPEILIEHUETO 3A
YIIOTPEBA

Hara Ha mppBo paspemasane: 27/03/2014
Jata Ha nocaenHo nogHoBsBane: 12/11/2018

10. JATA HA AKTYAJIMU3UPAHE HA TEKCTA

ITonpoOHa nHpOpManHs 3a TO3H JEKAPCTBEH MPOAYKT € IpeIocTaBeHa Ha yebcalita Ha EBponeiickara
areHIys 1o JekapcTeaTa http:// www.ema.europa.eu.
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INPUJIOKEHHUE 11

MNPOU3BOJUMTEJ HA BUOJIOTNYHO AKTUBHOTO BEIIECTBO U
IMPOU3BOJAUTEJL, OTTOBOPEH 3A OCBOBOXKJIABAHE HA ITAPTUIN

YCJIOBUA NI OTPAHUYEHUA 3A JOCTABKA U YIIOTPEBA

JAPYT'U YCJIOBUA U UBUCKBAHUSA HA PASPEIIEHUETO 3A YIIOTPEBA

YCJIOBUA NN OTPAHUYEHUS 3A BE3OITACHATA U EOEKTUBHA
YIIOTPEBA HA JIEKAPCTBEHUS ITPOAYKT
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A. NPOU3BOIUTEJ HA BUOJIOT'NYHO AKTUBHOTO BEIIECTBO U
MNPOU3BOJUTEJL, OTTOBOPEH 3A OCBOBOKJIABAHE HA ITAPTUIN

Hme n aapeC HAa MPOU3BOAMTCIIA HA OMOJIOTUYHO AKTUBHOTO BCIICCTBO

Polymun Scientific Immunbiologische Forschung GmbH
Donaustrale 99

Klosterneuburg 3400

ABgctpus

Hwme u aapec Ha IPOU3BOAUTEIS, OTTOBOPEH 3a OCB060)KI[aBaHGTO Ha IapTHau

Gedeon Richter Plc.
Gyomréi at 19-21.
1103 Budapest
Yurapust

b. YCJIOBUsA NI OI'PAHUYEHUA 3A TJOCTABKA U YIIOTPEBA

JlexapCTBEHUSAT MPOAYKT €€ OTITyCKa [0 OTpaHUuEHO JIekapcKo npeanucanue (Bx. [Ipunoxenue I:
Kpatka xapakTepucTika Ha IpoAyKTa, Touka 4.2).

B. JPYI'U YCJIOBUA U U3BUCKBAHUSA HA PASPELHIEHUETO 3A YIIOTPEBA
o IleproguyHu aKTyaJM3HPAHH JOKJIAIH 32 0€30MACHOCT

W3uckBanusra 3a nonasane Ha [TAJIb 3a To3u lekapcTBEH MPOAYKT ca IOCOYEHH B CITUCHKA C
pedepentnute natu Ha Epponetickus cbto3 (EURD crimchk), npeasuzacH B wi. 1078, an. 7 ot
Hupextusa 2001/83/EO, 1 BbB BCUUKH CIIE/IBAIIH aKTyaIN3alliH, ITyOJUKYBaHU HA €BPOIEHCKHS
yeOrmopTai 3a JeKapcTBa.

I'.  YCJIOBUs WIN OI'PAHUYEHUS 10 OTHOMEHUE HA BE3OITACHATA U
E®EKTUBHA YIIOTPEBA HA JIEKAPCTBEHUSA ITPOAYKT

. Ilnan 3a ynpasjenue Ha pucka (ITYP)

[Ipurexxarensar Ha pa3pemenunero 3a ynorpeda (IIPY) TpsOBa na n3BbpiIBa H3UCKBaHUTE JEHHOCTH H
NIEHCTBUS, CBBP3aHU C TIPOCIICAsIBaHe Ha JIeKapCcTBEHATa O€30MacHOCT, TOCOYeHH B ogo0peHus [1VP,
npenctaBed B Moy 1.8.2 Ha pa3pemieHneTo 3a ynorpeda, KakTo U IIPU BCHYKH CIIEIBANIOA00pEHN
akTyanu3anuu Ha [TYP.

Axtyanusupan [IYP tps6Ba na ce mopasa:

e IIpu IIOMCKBaHEe OT EBpomeiickara areHnysl 110 JIEKapcTBara;

e BHHArM, KOTaTo c€ U3MEHS CHCTeMaTa 3a yIpaBieHUE Ha PUCKA, OCOOEHO B Pe3yNTaT Ha
noJly4aBaHe Ha HOBa HH(OpMaIus, KOSTO MOXKe Aa JOBEAE A0 3HAYMMHU IPOMEHH B
CHOTHOILIEHUETO MOJI3a/PUCK, WK CIIe]l IOCTUTaHEe Ha BaykeH eTar (BbB Bpb3Ka ¢
IpociieisiBaHe Ha JIEKapCTBeHaTa 0€3011aCHOCT WIIN CBEXAAaHE HA PUCKA IO MUHUMYM).
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ITPHUJIOKEHHUE I1I

JAHHU BBPXY OITAKOBKATA U JINCTOBKA
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A. JAHHH BBPXY OITAKOBKATA
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JAHHHU, KOUTO TPABBA JA CBABPKA BTOPUYHATA OITAKOBKA

KYTUA C 1,5 WIN 10 IPEABAPUTEJIHO HAITbJIHEHU XUMHUKAJIKHN

1. HUME HA JIEKAPCTBEHMUS ITPOAYKT

Bemfola 75 IU/0,125 ml uHXEKIIHOHEH pa3TBOP B NPEABAPUTEIIHO HAITbIHEHA ITHCAIKa

®donurponuH anda

2. OBSBABAHE HA AKTUBHOTOMTE) BEHIECTBO(A)

Bceska npeaBaputenHo HambiHeHa nucanka nocrass 75 [U ¢ponurponun anda, eKBUBaJICHTHH Ha
5,5 mukporpama B 0,125 ml. Becexn ml ot pa3tBopa ceappika 600 U donurponun anda,
S€KBUBAJICHTHH Ha 44 MHKpOTpama.

3 CIIMCBK HA TIOMOIIHHUTE BEHIECTBA

ITonokcamep 188, 3axapo3a, METHOHHUH, TUHATPUEB Gocdar AUXUAPAT, HATPUEB AUXUAPoreHdpochar
Tuxuapar, GochopHa KUCETMHA U BOJIA 32 WH)KCKIIHH.

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJJHA OITAKOBKA

MHXeKkIMoHEeH pa3TBOp.

1 mpeBapuUTEITHO HAITBITHEHATA TTHCATKA
1 MHKEeKIMOHHA UrJIa

1 TaMIIOH CHC CHUPT

5 NpEABApPUTCIHO HAITBJIHCHU MMHUCAJIIKA
5 MHXXCKIITMOHHU UTJIH
5 TaMIIOHA ChC crupT

10 mpeBapUTETHO HAITBIHCHH MTHCATIKH
10 MHKEKITMOHHU TN
10 TamIiona cbC crupT

S. HAYUH HA ITPUJIOKEHUE U ITbT(MLIA) HA BBBEXJIAHE

[Ipenu ynotpeba nmpoyerere JINCTOBKATA.
TToiKOXXHO NPHUITIOKEHUE.

6. CIHEHUAJIHO NPEAYHNPEXIEHUE, YE JTEKAPCTBEHUAT NPOAYKT TPABBA
JA CE CBXPAHSBA HA MSCTO JAJIEYE OT HOTJVIEJA U TOCET'A HA TEIIA

I[a CC CbXpaHsBa Ha MACTO, HCAOCTBITHO 3a ACHA.

‘ 7. APYI'U CHEIIUAJIHU TPEAYIIPEXJIEHUA, AKO E HEOBXOANMO

20



IIpoxykT 3a €AHOKpaTHa yIoTpeba
Jo3u 3a qocrapsae: 37,5 1U/ 501U/ 62,51U /751U

‘ 8. JATA HA N3TUYAHE HA CPOKA HA TOAHOCT

T'onmen mo:

‘ 9. CIIEHUAJIHU YCJIOBUSI HA CbXPAHEHUE

[a ce cpxpansBa B XJIaJUIIHHK.
[la He ce 3ampa3ssBa.

Jla ce chxpaHsiBa B OpUTHHAIHATA OTIAKOBKa, 33 Jia C€ Ipe/ra3y OT CBETIHHA.
B pamxuTe Ha cpoka Ha TOAHOCT HEOTBOPEHUAT MPOIYKT MOXKE J1a ce ChXpaHsaBa Ha wiw mof 25°C no

3 Mecelia, 0e3 Ja ce MOCTaBs OTHOBO B XJIaIMJIHKK, U TPSAOBA J1a Ce U3XBBPJIM Clie] 3 Mecella, ako He €
OMJI U3II0JI3BAH.

10. CIHELOUAJIHU NPEAITAZHA MEPKU ITPU U3XBBPJISIHE HA HEU3ITOJI3BAHA
YACT OT JIEKAPCTBEHMTE ITPOAYKTHU WJIHN OTHHAABYHU MATEPUAJIN OT THAX,
AKO CE U3UCKBAT TAKHBA

11. HME U AJIPEC HA IPUTEXATEJISI HA PASPEHLIEHUETO 3A YIIOTPEBA

Gedeon Richter Plc.
Gyomréi at 19-21.
1103 Budapest
VYHrapus

12. HOMEP(A) HA PABPELIEHUETO 3A YIIOTPEBA

EU/1/13/909/001
EU/1/13/909/006
EU/1/13/909/007

13. HNAPTUJAEH HOMEP, KOJOBE HA JAPEHUETO U HA ITPOAYKTA>

ITaptuna:

| 14. HAYUH HA OTIIYCKAHE |

| 15. YKA3AHHSI 3A YIIOTPEBA |
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16. WH®OPMAIIAA HA BPAJIOBA ABBYKA

Bemfola 75 1U/0,125 ml

‘ 17. YHUKAJIEH UWIEHTUOUKATOP — IBYU3MEPEH BAPKO/]

JIByn3MepeH 0apKo/l C BKIIIOUEH YHUKAJICH UACHTU()UKATOD

‘ 18. YHUKAJIEH UIEHTUOPUKATOP — JAHHHU 3A YETEHE OT XOPA

PC:
SN:
NN:
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MHUHUMYM JAHHH, KOUTO TPABBA JJA CbABPKAT MAJIKUTE EJMHUYHU
II'bPBNYHH OITAKOBKH

ETUKET HA ITIPEABAPUTEJIHO HAITBJIHEHA ITNCAJIKA

‘ 1. NME HA JIEKAPCTBEHUA INTPOAYKT U I'bT(MIIA) HA BBBEXKJIAHE

Bemfola 75 1U/0,125 ml umxekius
¢donutpomnun anda
s.C.

‘ 2. HAYUH HA ITPUJIOKEHUE

‘ 3. JATA HA U3TUYAHE HA CPOKA HA I'OAHOCT

EXP

4. ITAPTUJIEH HOMEP

Lot

5. CBABbPKAHUE KATO MACA, OBEM WJIN EJUHUIIA

0,125 ml

|6 JIPYTO
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JAHHHU, KOUTO TPABBA JA CBABPKA BTOPUYHATA OITAKOBKA
KYTUA C 1,5 WIN 10 IPEABAPUTEJIHO HAITbJIHEHU XUMHUKAJIKHN

‘ 1. HUME HA JIEKAPCTBEHMUSA ITPOAYKT

Bemfola 150 1U/0,25 ml nakeKmoHeH pa3TBOp B MPEeaBAPUTEIHO HAITbIHEHA THCAIIKA
®donurponuH anda

2.  OBSIBIBAHE HA AKTUBHOTO(UTE) BEILIECTBO(A)

Besika npeaBapuTelIHO HambJIHEHa nucaika noctaBs 150 IU ¢oautponun anda, eKkBUBaJCHTHU Ha
11 mukporpama, B 0,25 ml. Bceku ml ot pa3rBopa chabspika 600 IU donaurponun anda, eKBUBaJICHTHH
Ha 44 MuKporpama.

3 CIIMCBK HA IOMOIIHUTE BEINECTBA

[Tonokcamep 188, 3axapo3a, MeTHOHUH, AMHATPUEB QocdaT TMXuApaT, HATpUEB AUXUAPOreHPochar
Iuxuapar, GocopHa KUCETHHA U BOJIA 32 NH)KEKLIUH.

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJIHA OITAKOBKA

HHxeKImoHeH pa3TBop.

1 mpenBapuTETHO HAITBJTHEHATA THCATTKA
1 MHKEeKIMOHHA UrJIa

1 TaMnOH ChC COUPT

S npenBapuUTENHO HAMMbJIHEHU MMUCATIKA
5 WUHXKEKIMOHHU UTIIH
5 TaMIIOHA ChC CIIUPT

10 mpeaBapuUTETHO HAITBTHEHU TTHCATKA
10 MHKEKITMOHHU HUTJIN
10 TamIioHa cbC CrupT

5. HAYMH HA ITPUJIOKEHUE U TbT(MLIA) HA BBBEXKJIAHE

[Ipenu ynotpeba npoyerere JINCTOBKATA.
TToiKOXHO NPUIIOKEHUE.

6. CIHEHUAJIHO NPEAYHNPEXIEHUE, YE JTEKAPCTBEHUAT NPOAYKT TPABBA
JA CE CBXPAHSBA HA MSCTO JAJIEYE OT HOTJVIEJA U TOCET'A HA TELIIA

I[a CC CbXpaHsBa Ha MACTO, HCAOCTBITHO 3a ACHA.

7. APYTI'U CHEHUAJIHM IIPEAYIIPEXXKJEHU A, AKO E HEOBXOJUMO

TIpoaykT 3a eAHOKpaTHA ynoTpeda
Jo3u 3a nqocrapsae: 751U/ 87,51U/1001U /112,51U/1251U0/137,51U/ 150 IU
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‘ 8. JATA HA U3TUYAHE HA CPOKA HA I'OJHOCT

T'onen mo:

‘ 9. CIIEIIMAJIHU YCJIOBUSA HA CbXPAHEHUE

[a ce cpxpansBa B XJIaJUIHHK.
[la He ce 3ampa3ssBa.

Jla ce chxpaHsiBa B OpUTHHATTHATA OTIAKOBKa, 32 J]a C€ Mpe/Ina3u OT CBETINHA.
B pamkuTe Ha cpoka Ha TOAHOCT HEOTBOPEHUAT MPOIYKT MOXKE J1a ce ChXpaHsaBa Ha win mof 25°C no

3 Mecelia, 0e3 Ja ce MOCTaBs OTHOBO B XJIaIMJIHHK, U TPSAOBA J1a Ce U3XBBPJIM Clie]a 3 Mecella, ako He €
OMJI U3II0JI3BAH.

10. CIHELOUAJIHU NPEAITAZHA MEPKU ITPU U3XBBPJISIHE HA HEU3ITOJI3BAHA
YACT OT JIEKAPCTBEHUMTE ITPOAYKTHU WJIHN OTHHAABYHU MATEPUAJIUN OT THAX,
AKO CE U3UCKBAT TAKHBA

11. HME U AJIPEC HA IPUTEXATEJISI HA PABPEHLIEHUETO 3A YIIOTPEBA

Gedeon Richter Plc.
Gyomréi at 19-21.
1103 Budapest
Yurapust

12. HOMEP(A) HA PABPEIIEHUETO 3A YIIOTPEBA

EU/1/13/909/002
EU/1/13/909/008
EU/1/13/909/009

13. HAPTHUJAEH HOMEP, KOJOBE HA JAPEHUETO U HA ITPOAYKTA>

ITapTuna:

‘ 14. HAYMH HA OTITYCKAHE

‘ 15. YKA3AHUA 3A YIIOTPEBA

‘ 16. HUH®OPMAIIAA HA BPAMJIOBA A3BBYKA

25



Bemfola 150 1U/0,25 ml

‘ 17. YHUKAJIEH UWAEHTUOUKATOP — IBYU3MEPEH BAPKO/]

JIBynsmepeH 6apKoJ1 ¢ BKIIIOUYCH YHUKAICH HICHTU(DUKATOD

‘ 18. YHUKAJIEH UWIEHTUOUKATOP — JAHHU 3A YETEHE OT XOPA

PC:
SN:
NN:
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MHUHUMYM JAHHH, KOUTO TPABBA JJA CbABPKAT MAJIKUTE EJMHUYHU
II'bPBNYHH OITAKOBKH

ETUKET HA ITIPEABAPUTEJIHO HAITBJIHEHA IINCAJIKA

‘ 1. NME HA JIEKAPCTBEHUA INTPOAYKT U IbT(MIIA) HA BBBEXK/JIAHE

Bemfola 150 1U/0,25 ml umxekius
¢donutpomnun anda
s.C.

‘ 2. HAYUH HA ITPUJIOKEHUE

‘ 3. JATA HA U3TUYAHE HA CPOKA HA I'OAHOCT

EXP

‘ 4. ITAPTUJIEH HOMEP

Lot

‘ 5. CBABbPKAHUE KATO MACA, OBEM WJIN EJUHUIIN

0,25 ml

|6 JIPYTO
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JAHHHU, KOUTO TPABBA JA CBABPKA BTOPUYHATA OITAKOBKA
KYTUA C 1,5 WIN 10 IPEABAPUTEJIHO HAITbJIHEHU XUMHUKAJIKHN

1. HUME HA JIEKAPCTBEHMUSA ITPOAYKT

Bemfola 225 1U/0,375 ml uHkeKnoHeH pa3TBOP B MPEABAPUTEIHO HATBIIHEHA MMUCATTKA
®donurponuH anda

2.  OBSIBIBAHE HA AKTUBHOTO(UTE) BEILIECTBO(A)

Bcesika npeaBapuTelIHO HalbJIHEHA nucaika noctass 225 IU ¢oautponus anda, eKBUBaJCHTHU Ha
16,5 mukporpama, B 0,375 ml. Bcexu ml ot pasrBopa chaspska 600 IU donurpornun anda,
€KBHMBAJICHTHU Ha 44 MHUKporpama.

3 CIINCBK HA IOMOIIHUTE BEINECTBA

[Tonokcamep 188, 3axapo3a, MeTHOHUH, AMHATPUEB QocdaT TMXuApaT, HATpUEB AUXUAPOreHPochar
Iuxuapar, GocopHa KUCETHHA U BOJIA 32 MH)KEKLIUH.

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJIHA OITAKOBKA

HHxeKImoHeH pa3TBop.

1 mpenBapuTETHO HAITBJTHEHATA THCATTKA
1 MHKEeKIMOHHA UrJIa

1 TaMnOH ChC COUPT

S npenBapuUTENHO HAMMbJIHEHU MMUCATIKA
5 WUHXKEKIMOHHU UTIIH
5 TaMIIOHA ChC CIIUPT

10 mpeaBapuUTETHO HAITBTHEHU TTHCATKA
10 MHKEKITMOHHU HUTJIN
10 TamIioHa cbC CrupT

5. HAYMH HA ITPUJIOKEHUE U TbT(MLIA) HA BBBEXKJIAHE

[Ipenu ynotpeba npoyerere JINCTOBKATA.
TToiKOXHO NPUIIOKEHUE.

6. CIHEHUAJIHO NPEAYHNPEXIEHUE, YE JTEKAPCTBEHUAT NPOAYKT TPABBA
JA CE CBXPAHSBA HA MSCTO JAJIEYE OT HOTJVIEJA U TOCET'A HA TELIIA

I[a CC CbXpaHsBa Ha MACTO, HCAOCTBITHO 3a ACHA.

7. APYI'U CHEHUAJIHM ITPEAYIIPEXXKJIEHN A, AKO E HEOBXOJUMO

[IpoxykT 3a egHOKpaTHa ynoTpeda
Hosu 3a nocrassue: 150 IU /162,510 /175 10U/ 187,51U /200 1U /212,5 IU / 225 IU
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‘ 8. JATA HA U3TUYAHE HA CPOKA HA I'OJHOCT

T'onen mo:

‘ 9. CIIEIIMAJIHU YCJIOBUSA HA CbXPAHEHUE

[a ce cpxpansBa B XJIaJUITHHK.
[la He ce 3ampa3ssBa.

Jla ce chxpaHsiBa B OpUTMHATTHATA OTIAKOBKa, 32 J]a C€ Mpe/Ina3u OT CBETINHA.
B pamxuTe Ha cpoka Ha TOAHOCT HEOTBOPEHUAT MPOIYKT MOXKE Ja ce ChXpaHsaBa Ha win mof 25°C no

3 Mecelia, 0e3 Ja ce MOCTaBs OTHOBO B XJIaJIMJIHHK, U TPSAOBA J1a Ce U3XBBPJIM Clie]a 3 Mecelia, ako He €
OMJI U3II0JI3BAH.

10. CIHELNOUAJIHU NPEAITA3HA MEPKU ITPU U3XBBPJISIHE HA HEU3ITOJI3BAHA
YACT OT JIEKAPCTBEHUMTE ITPOAYKTHU WJIHN OTHHAABYHU MATEPUAJIUN OT THAX,
AKO CE U3UCKBAT TAKHBA

11. HME U AJIPEC HA IPUTEXATEJISI HA PABPEHLIEHUETO 3A YIIOTPEBA

Gedeon Richter Plc.
Gyomréi at 19-21.
1103 Budapest
Yurapust

12. HOMEP(A) HA PABPEIIEHUETO 3A YIIOTPEBA

EU/1/13/909/003
EU/1/13/909/010
EU/1/13/909/011

13. HAPTHUJIEH HOMEP, KOJOBE HA TJAPEHUETO U HA ITPOAYKTA>

ITapTuna:

‘ 14. HAYMH HA OTITYCKAHE

‘ 15. YKA3AHUA 3A YIIOTPEBA

‘ 16. HUH®OPMAIIAA HA BPAMJIOBA A3BBYKA
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Bemfola 225 1U/0,375 ml

‘ 17. YHUKAJIEH UIEHTUOUKATOP — IBYU3MEPEH BAPKO/]

JIBynsmepeH 6apKoJ1 ¢ BKIIIOUYCH YHUKAICH HICHTU(DUKATOD

‘ 18. YHUKAJIEH UWIEHTUOUKATOP — JAHHU 3A YETEHE OT XOPA

PC:
SN:
NN:
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MHUHUMYM JAHHH, KOUTO TPABBA JJA CbABPKAT MAJIKUTE EJMHUYHU
II'bPBNYHH OITAKOBKH

ETUKET HA ITIPEABAPUTEJIHO HAITBJIHEHA ITNCAJIKA

‘ 1. NME HA JIEKAPCTBEHUA INTPOAYKT U I'bT(MIIA) HA BBBEXKJIAHE

Bemfola 225 1U/0,375 ml umxexims
¢donutpomnun anda
s.C.

‘ 2. HAYUH HA ITPUJIOKEHUE

‘ 3. JATA HA U3TUYAHE HA CPOKA HA I'OAHOCT

EXP

4. ITAPTUJIEH HOMEP

Lot

5. CBABbPKAHUE KATO MACA, OBEM WJIN EJUHUIIA

0,375 ml

|6 JIPYTO
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JAHHHU, KOUTO TPABBA JA CBABPKA BTOPUYHATA OITAKOBKA
KYTUA C 1,5 WIN 10 IPEABAPUTEJIHO HAITbJIHEHU XUMHUKAJIKHN

‘ 1. HUME HA JIEKAPCTBEHMUSA ITPOAYKT

Bemfola 300 1U/0,5 ml naXeKHOHEH pa3TBOP B IPEABAPUTEIHO HATBIHEHA THCAIIKA
®donutponuH anda

2.  OBSIBSIBAHE HA AKTUBHOTO(UTE) BEILIECTBO(A)

Besika npeaBapuTeNiHO HambJiHeHa nucaika noctaBs 300 IU ¢onutponun anda, eKBUBaJCHTHU Ha
22 mukporpama, B 0,5 ml. Bceku ml ot pasrsopa cbabprka 600 IU donutponud ajida, eKBUBAICHTHH
Ha 44 MuKporpama.

3 CIIMCBK HA IOMOIIHUTE BEINECTBA

[Tonokcamep 188, 3axapo3a, MeTHOHUH, AMHATPUEB QocdaT TMXuApaT, HATpUEB AUXUAPOreHPochar
Iuxuapar, GocopHa KUCETHHA U BOJIA 32 MH)KEKLIUH.

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJIHA OITAKOBKA

HHxeKImoHeH pa3TBop.

1 mpenBapuTETHO HAITBJTHEHATA THCATTKA
1 MHKEeKIMOHHA UrJIa

1 TaMnOH ChC COUPT

S npenBapuUTENHO HAMMbJIHEHU MMUCATIKA
5 WUHXKEKIMOHHU UTIIH
5 TaMIIOHA ChC CIIUPT

10 mpeaBapuUTETHO HAITBTHEHU TTHCATKA
10 MHKEKITMOHHU HUTJIN
10 TamIioHa cbC CrupT

5. HAYMH HA ITPUJIOKEHUE U TbT(MLIA) HA BBBEXKJIAHE

[Ipenu ynotpeba npoyerere JINCTOBKATA.
TToiKOXHO NPUIIOKEHUE.

6. CIHEHUAJIHO NPEAYHNPEXIEHUE, YE JTEKAPCTBEHUAT NPOAYKT TPABBA
JA CE CBXPAHSBA HA MSCTO JAJIEYE OT HOTJVIEJA U TOCET'A HA TELIIA

I[a CC CbXpaHsBa Ha MACTO, HCAOCTBITHO 3a ACHA.

7. APYTI'U CHEHUAJIHM IIPEAYIIPEXXKJEHU A, AKO E HEOBXOJUMO

[IpoxykT 3a egHOKpaTHa ynoTpeda
Hosu 3a nocrassne: 225 U /237,51U /250 IU / 262,5 1U /275 1U / 287,5 IU / 300 IU
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‘ 8. JATA HA U3TUYAHE HA CPOKA HA I'OJHOCT

T'onen mo:

‘ 9. CIIEIIMAJIHU YCJIOBUSA HA CbXPAHEHUE

[a ce cpxpansBa B XJIaJUIIHHK.
[la He ce 3ampa3ssBa.

Jla ce chxpaHsiBa B OpUTMHATTHATA OTIAKOBKa, 32 J]a C€ Mpe/Ina3u OT CBETINHA.
B pamxuTe Ha cpoka Ha TOAHOCT HEOTBOPEHUAT MPOIYKT MOXKE Ja ce ChXpaHsaBa Ha win mof 25°C no

3 Mecelia, 0e3 Ja ce MOCTaBs OTHOBO B XJIaJIMJIHHK, U TPSAOBA J1a Ce U3XBBPJIM Clie]a 3 Mecelia, ako He €
OMJI U3II0JI3BAH.

10. CIHELNOUAJIHU NPEAITA3HA MEPKU ITPU U3XBBPJISIHE HA HEU3ITOJI3BAHA
YACT OT JIEKAPCTBEHUMTE ITPOAYKTHU WJIHN OTHHAABYHU MATEPUAJIUN OT THAX,
AKO CE U3UCKBAT TAKHBA

11. HME U AJIPEC HA IPUTEXATEJISI HA PABPEHLIEHUETO 3A YIIOTPEBA

Gedeon Richter Plc.
Gyomréi at 19-21.
1103 Budapest
Yurapust

12. HOMEP(A) HA PABPEIIEHUETO 3A YIIOTPEBA

EU/1/13/909/004
EU/1/13/909/012
EU/1/13/909/013

13. HAPTHUJIEH HOMEP, KOJOBE HA TJAPEHUETO U HA ITPOAYKTA>

ITapTuna:

‘ 14. HAYMH HA OTITYCKAHE

‘ 15. YKA3AHUA 3A YIIOTPEBA

‘ 16. HUH®OPMAIIAA HA BPAMJIOBA A3BBYKA
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Bemfola 300 IU/0,5 ml

‘ 17. YHUKAJIEH UIEHTUOUKATOP — IBYU3MEPEH BAPKO/]

JIBynsmepeH 6apKoJ1 ¢ BKIIIOUYCH YHUKAICH HICHTU(DUKATOD

‘ 18. YHUKAJIEH UWIEHTUOUKATOP — JAHHU 3A YETEHE OT XOPA

PC:
SN:
NN:
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MHUHUMYM JAHHH, KOUTO TPABBA JJA CbABPKAT MAJIKUTE EJMHUYHU
II'bPBNYHH OITAKOBKH

ETUKET HA ITIPEABAPUTEJIHO HAITBJIHEHA ITNCAJIKA

‘ 1. NME HA JIEKAPCTBEHUA INTPOAYKT U I'bT(MIIA) HA BBBEXKJIAHE

Bemfola 300 1U/0,5 ml unmxexmust
¢donutpomnun anda
s.C.

‘ 2. HAYUH HA ITPUJIOKEHUE

‘ 3. JATA HA U3TUYAHE HA CPOKA HA I'OAHOCT

EXP

4. ITAPTUJIEH HOMEP

Lot

5. CBABbPKAHUE KATO MACA, OBEM WJIN EJUHUIIA

0,5 ml

|6 JIPYTO
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JAHHHU, KOUTO TPABBA JA CBABPKA BTOPUYHATA OITAKOBKA
KYTUA C 1,5 WIN 10 IPEABAPUTEJIHO HAITbJIHEHU XUMHUKAJIKHN

‘ 1. HUME HA JIEKAPCTBEHMUSA ITPOAYKT

Bemfola 450 1U/0,75 ml nH>keKuoHeH pa3TBOP B MPeaBApUTEIHO HAITbIHEHA THCAIIKA
®donurponuH anda

2.  OBSIBIBAHE HA AKTUBHOTO(UTE) BEILIECTBO(A)

Besika npeaBapuTelIHO HambJIHEHa nucaika noctaBs 450 IU ¢oautponus anda, eKBUBaJCHTHU Ha
33 mukporpama, B 0,75 ml. Bcexku ml ot pa3rBopa chabspika 600 IU donurpornun anda, eKBUBAJICHTHU
Ha 44 MuKporpama.

3 CIIMCBK HA IOMOIIHUTE BEINECTBA

[Tonokcamep 188, 3axapo3a, MeTHOHUH, AMHATPUEB QocdaT TMXuApaT, HATpUEB AUXUAPOreHPochar
Iuxuapar, GocopHa KUCETHHA U BOJIA 32 NH)KEKLIUH.

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJIHA OITAKOBKA

HHxeKImoHeH pa3TBop.

1 mpenBapuTETHO HAITBJTHEHATA THCATTKA
1 MHKEeKIMOHHA UrJIa

1 TaMnOH ChC COUPT

S npenBapuUTENHO HAMMbJIHEHU MMUCATIKA
5 WUHXKEKIMOHHU UTIIH
5 TaMIIOHA ChC CIIUPT

10 mpeaBapuUTETHO HAITBTHEHU TTHCATKA
10 MHKEKITMOHHU HUTJIN
10 TamIioHa cbC CrupT

5. HAYMH HA ITPUJIOKEHUE U TbT(MLIA) HA BBBEXKJIAHE

[Ipenu ynotpeba npoyerere JINCTOBKATA.
TToiKOXHO NPUIIOKEHUE.

6. CIHEHUAJIHO NPEAYHNPEXIEHUE, YE JTEKAPCTBEHUAT NPOAYKT TPABBA
JA CE CBXPAHSBA HA MSCTO JAJIEYE OT HOTJVIEJA U TOCET'A HA TELIIA

I[a CC CbXpaHsBa Ha MACTO, HCAOCTBITHO 3a ACHA.

7. APYI'U CHEHUAJIHM ITPEAYIIPEXXKJIEHN A, AKO E HEOBXOJUMO

[IpoxykT 3a egHOKpaTHa ynoTpeda
Hosu 3a nocrassane: 300 IU /325 U /337,510 /350 1U /375 1U /400 U / 412,5 IU / 425 IU / 450 IU
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‘ 8. JATA HA U3TUYAHE HA CPOKA HA I'OJHOCT

T'onen mo:

‘ 9. CIIEIIMAJIHU YCJIOBUSA HA CbXPAHEHUE

[a ce cpxpansBa B XJIaJUIHHK.
[la He ce 3ampa3ssBa.

Jla ce chxpaHsiBa B OpUTMHATTHATA OTIAKOBKa, 32 J]a C€ Mpe/Ina3u OT CBETINHA.
B pamxuTe Ha cpoka Ha TOAHOCT HEOTBOPEHUAT MPOIYKT MOXKE Ja ce ChXpaHsaBa Ha win mof 25°C no

3 Mecelia, 0e3 Ja ce MOCTaBs OTHOBO B XJIaJIMJIHHK, U TPSAOBA J1a Ce U3XBBPJIM Clie]a 3 Mecelia, ako He €
OMJI U3II0JI3BAH.

10. CIHELNOUAJIHU NPEAITA3HA MEPKU ITPU U3XBBPJISIHE HA HEU3ITOJI3BAHA
YACT OT JIEKAPCTBEHUMTE ITPOAYKTHU WJIHN OTHHAABYHU MATEPUAJIUN OT THAX,
AKO CE U3UCKBAT TAKHBA

11. HME U AJIPEC HA IPUTEXATEJISI HA PABPEHLIEHUETO 3A YIIOTPEBA

Gedeon Richter Plc.
Gyomréi at 19-21.
1103 Budapest
Yurapust

12. HOMEP(A) HA PABPEIIEHUETO 3A YIIOTPEBA

EU/1/13/909/005
EU/1/13/909/014
EU/1/13/909/015

13. HAPTHUJIEH HOMEP, KOJOBE HA TJAPEHUETO U HA ITPOAYKTA>

ITapTuna:

‘ 14. HAYMH HA OTITYCKAHE

‘ 15. YKA3AHUA 3A YIIOTPEBA

‘ 16. HUH®OPMAIIAA HA BPAMJIOBA A3BBYKA
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Bemfola 450 1U/0,75 ml

‘ 17. YHUKAJIEH UWAEHTUOUKATOP — IBYU3MEPEH BAPKO/]

JIBynsmepeH 6apKoJ1 ¢ BKIIIOUYCH YHUKAICH HICHTU(DUKATOD

‘ 18. YHUKAJIEH UWIEHTUOUKATOP — JAHHU 3A YETEHE OT XOPA

PC:
SN:
NN:
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MHUHUMYM JAHHH, KOUTO TPABBA JJA CbABPKAT MAJIKUTE EJMHUYHU
II'bPBNYHH OITAKOBKH

ETUKET HA ITIPEABAPUTEJIHO HAITBJIHEHA ITNCAJIKA

‘ 1. NME HA JIEKAPCTBEHUA INTPOAYKT U N'BbT(MIIA) HA BBBEXKJIAHE

Bemfola 450 1U/0,75 ml umxekius
¢donutpomnun anda
s.C.

‘ 2. HAYUH HA ITPUJIOKEHUE

‘ 3. JATA HA U3TUYAHE HA CPOKA HA I'OAHOCT

EXP

4. ITAPTUJIEH HOMEP

Lot

5. CBABbPKAHUE KATO MACA, OBEM WJIN EJUHUIIA

0,75 ml

|6 JIPYTO
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Bb. IUCTOBKA
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JlucroBka: undopmanus 3a norpeduTeNs

Bemfola 75 1U/0,125 ml nH)keKIIHOHEH Pa3TBOP B MPeABAPHTETHO HATBJIHEHA MU CAJIKA
Bemfola 150 1U/0,25 ml nH)keKIIHOHEH Pa3TBOP B NPeABAPHTETHO HATBJIHEHA NMHCAJIKA

Bemfola 225 1U/0,375 ml uH:keKIHOHEH Pa3TBOP B MPeABAPUTETHO HAMbJIHEHA MHCAJIKA

Bemfola 300 1U/0,50 ml uHkeKIHOHEH PAa3TBOP B MPeABAPUTETHO HATBJIHEHA MUCAIKA
Bemfola 450 1U/0,75 ml nH)keKIIMOHEH Pa3TBOP B NPeABAPHTETHO HATBJIHEHA MU CAJIKA

dhonurponuH anda (follitropin alfa)

IIpouyeTeTe BHUMATEIHO ISLJIATA JIUCTOBKA, IIPEH /Ia 3aM0YHETE JIa M3NO0JI3BaTe TOBA
JIEKapCTBO, Thii KaTo TS ChAbP:Ka BaxkHa 3a Bac undopmanus.

3anazere Ta3u JUCTOBKA. MOXe /1a ce HANOXKU J1a 1 IPOYETETE OTHOBO.

AKO UMate HIKaKBH JIOMBIHUTEIHA BBIIPOCH, ITonuTaiiTe Bamus nekap wiu gapmarieBt.

ToBa nekapcTBO € npeanucaHo JuuHo Ha Bac. He ro npeotrcTbnBaiite Ha npyru xopa. To Moxe
Jla UM HaBpEIH, HE3aBUCUMO Y€ TIPU3HAIIMTE Ha TAXHOTO 3a00JIABaHE ca ChIUTE KaTo Bammre.
AKO TIONTyYuTe HAKAKBU HEXEJIaHU peaklluy, yBeroMeTe Bamms nekap wiu dpapmanesT. Toa
BKJIFOYBA BCUYKH Bb3MOXHU HCOIMMCAHU B Ta3W JIMCTOBKA HCXKCIIAHU PCAKIIUU. Bmxre Touka 4.

Kakso CbAbpPiKa Ta3u JIUCTOBKA

QAL

1.

Kakgo npescrasnsiBa Bemfola u 3a kakBo ce n3nomn3sa
KakBo Tpsi0Ba na 3Haere, npeaun na u3nomspate Bemfola
Kak na m3snonssare Bemfola

BB3M0XHU HEXKETaHU PEAKLIUU

Kak na cpxpansiBate Bemfola

ChIbpprkaHre Ha OTIAaKOBKATA U TOIIBIHUTEIHA HHPOpMANUs

Kakso npeacrasiasisa Bemfola u 3a kakBo ce uznosnssa

Kaxkso npeacrasiasasa Bemfola

Bemfola chbpika iekapcTBO, HApEUeHO ,,(ponutponud anda’”. DomurponuH anda e BUI
»hommkynoctumymupamt xopMoH~ (FSH), koliTo mprHAIIIekKH KbM TpyTia XOPMOHH, HAapeueH!
,»TOHAJIOTPONMHN . | OHaJOTPOMTMHUTE yYacTBAT BbB BB3MIPOU3BOJICTBOTO U IUIOIOBUTOCTTA.

3a kakBo ce n3no3sa Bemfola

pwu :xenn, Bemfola ce nznonssa:

3a moJromMaraHe 0CBOOOKIaBaHETO Ha SHIEKIIeTKa OT SIuHUKa (OBYJIAIMSI) IPH KEHU, KOUTO
HSIMAT OBYJIALMSI U HE Ca CE MOBIUSUIN OT JICUEHHE C JIEKapCTBO, HAPEUCHO ,,KJIOMU(EH UTpaT™.
3aeJlHO C APYTO JIEKapCTBO, HAPEUEHO ,,IyTPONHH anda‘ (, Jyreunusupani xopmon* mwimu LH), 3a
noJroMarane 0CBOOOKIaBaHETO Ha SIHLIEKIIETKA OT siifuHMKa (OBYJIAlMA) IPH KEHU, YUHTO
OpraHu3bM MPOHU3BEKAa MHOTO Majko roHagorponuuu (FSH u LH).

3a OJIIOMaraHe pa3BUTUETO HA HKOJIKO (OJIMKYIa (BCEKH ChIbPrKalll SHIEKIIETKA) IPH KEHH,
MOJUIO’KEHH HAa aCUCTUPAaHU PENPOAYKTUBHH TEXHOJIOTUH (IIPOLIEYPH, KOUTO MOXKe Aa Bu
ITOMOTHAT Ja 3abpeMeHeeTe), KaTo ,,0TUIOKIaHe UH BUTPO™, ,,AHTpadaionues Tpancdep Ha
raMmera‘ uim ,,aHTpadanonues Tpancep Ha 3urora’.

IIpu mbike, Bemfola ce u3non3ga:

3aeJHO C APYTO JIEKapCcTBO, HAPEUEHO ,,40BEMIKH XoproH-roHagoTporuu (hCG), 3a
nojromMaraie o0pa3yBaHETO Ha cliepMa IIpU MbKe, KOUTO Ca CTEPUIIHU I10paau HUCKO HUBO Ha
OnpeeIeH! XOPMOHH.

Kakso TpsdBa 1a 3Haete, npeau Aa usnoassare Bemfola
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[Ipenu 3amouBaHe Ha JeUeHHETO Balrata orioguTesiHa CliocCOOHOCT M Ta3u Ha MapTHhopa Bu TpssoBa
na ObAaT U3CIeIBaHu OT JIEKap, C ONUT B JICYCHUETO HA HAPYIIEHUS Ha TUIOAOBUTOCTTA.

He n3noussaiite Bemfola
®  aKO CTe aJepruyHU KbM (HOTUKYIOCTHMYIIUPALL XOPMOH MM KbM HSIKOS OT OCTaHAJIUTE

ChCTaBKH Ha TOBA JIEKapCTBO (M30pOCHH B TOUKA 6).

e aKo MMaTe TYMOp Ha XHIOoTajlaMyca WIH Ha Xurnodu3HaTa xJie3a (1 IBeTe ca 4acTu Ha

MO3BKa).

®  aKo CTe JKeHa:

—  C yroiemsBaHe Ha SSHYHULUTE WIA TOPOUUKU C TEUHOCT B SHUHUIMUTE (KUCTH HA
SHYHULINTE) C HEU3BECTEH MPOU3XO/I.

— ¢ HEOOSICHUMO BarvHaJIHO KbpBEHE

—  C pak Ha SMYHHULUTE, MaTKaTa WK IbplaTa.

—  axo umare 3a00JsBaHe, KOETO OOMKHOBEHO MPaBH HEBb3MOXKHA HOpMaJIHATA
OpeMeHHOCT, KaTo HeIOCTaThUHOCT Ha SHYHUINTE (paHHA MEHOTay3a) WU
MasihopManyy Ha Bb3NPOU3BOAUTETHUTE OPraHH.

®  aKO CTE MbiK:
—  C HEJIYMMO YBpEeXJIaHE Ha TECTUCHTE.

He uznonzaiite Bemfola, ako Hsikoe oT m30poeHuTe mo-rope ce otHacs 3a Bac. Ako He cTe curypHH,
roBopeTte ¢ Bamms nekap, npeau ga u3noia3BaTe TOBA JIEKAapCTBO.

Mpexynpesxaenus u npeanasHu MePpKU
I'oBopere ¢ Bamus nexap wmu apmareBT, penu aa usnonssare Bemfola.

ITopdupus
Wudopmupaiite Bamuist nexap rpeny jia 3armovHeTe JiIeueHUe, ako Bue win HIKOM OT YICHOBETE Ha
cemeiictBoto Bu nmate mopdupust (HeciocoOHOCT 3a pa3rpakaHe Ha TOPPUPHUHH, KOSTO MOXKE J1a Ce
TpeIaBa OT POIUTENH Ha JeTa).
HNudopmupaiite Bamms nekap BegHara, ako:

e Koxara Bu 3amouHe Jja ce HaIyKBa U JIECHO J]a Ce MOKPUBA C MEXypH, 0COOEHO Ta3H 4acT OT

Hesl, KOATO YeCTO € M3JI0KEHA Ha CIThbHYCBA CBETIMHA, U/WITH
®  aKO MMaTe CTOMAIIHU OOJIKH Wi OOJIKY B PBIETE WIH KpaKaTa.

B ciryqaii Ha onucaHuTe mo-rope ch0uTHs Bammust ekap Moxe na Bu npenoprya cimpase Ha
JICYEHHUETO.

CunyipoM Ha oBapuansa xunepcrumyaamnus (COXC)

AKo cTe KeHa, TOBa JIeKapCcTBO MoBuIaBa pucka ot pazsutue Ha COXC. Ilpu To3u cuaapom
(honmkynuTe ce pa3BUBAT MPEKAJICHO MHOTO U CE MPEBPBINAT B FOJIEMH KUCTH. AKO yceTuTe O0JiKa B
JTOJTHATA YacT Ha KopeMa, ObP30 YBEITWIUTE TETJIOTO CH, Taau BU ce Wiu moBpBIATe, WIN aKO MMAaTe
3aTpyIHEHO JIMIIIaHe, BeIHara ce nochbBeTBanTe ¢ Bammus jekap, kolTo Moxe Aa Bu npenopbua na
crmpere yrnorpebara Ha TOBa JICKAPCTBO (BHXKTE TOUKA 4).

B cnyuaii ye HsiMaTe OByNalMs U aKo C€ MPUABPIKATE KbM MPENopbyaHara J03a U cxeMa Ha
npunoxxenue, nosieara Ha COXC e mo-manko BeposiTHa. Jledernero ¢ Bemfola psaxo mpuunHsaBa
texbk COXC, oCBeH aKko He € MPHUIIAraHo JIEKapCTBOTO, U3MOI3BaHO 32 CTUMYJTUPaHE Ha MTOCIIEHUS
eTarn Ha 3peeHe Ha QOJUKYIUTE (ChIbpPXKAIIO YOBEIIKH XOpuoH-roHanorponud — hCG). Ako
passuBate COXC, Bamusr nekap moxe na He Bu nane hCG B T03u IUKBJ Ha JIeUeHUE U MOXKe 1a Bu
mpernopbya Jga u30reaTe MOJIOBH KOHTAKTH WIIH J1a U3I10JI3BaTe OapuepeH METO 32 KOHTPALISIIIH 3a
MTOHE YETHUPH JTHH.

MuorominogHa OpeMEHHOCT

Koraro u3nonseare Bemfola, chiecTByBa Mo-rojsM pUcK Ja 3a4eHETe STHOBPEMEHHO MTOBEYE OT
eHO jieTe (,,MHOTOIUIONHA OPEMEHHOCT , Hail-4ecTo OJIM3HAIN), OTKOJIKOTO aKo 3adpeMeHeeTe 1o
€CTECTBEH HAUMH. MHOTOIUIOAHATAa OPEMEHHOCT MOJKE J1a J0BEJC 10 MEIUIIMHCKH YCIOKHEH s 3a Bac
u 3a 6ebeTara. MoxkeTe 1a HaMaJIUTe PUCKa OT MHOTOIUIOAHA OPEMEHHOCT KaTo U3IOJI3BaTe
npaBmiHaTa 1032 Bemfola B Tounns moment. KoraTto cte moaoxkeHa Ha aCUCTUPaHa PEPOyKTHBHA
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TEXHOJIOTHSI, PUCKBT OT Bh3HMKBAaHE Ha MHOTOIUIOHA OPEMEHHOCT € CBhp3aH ¢ BaraTa Bb3pacT,
KadeCTBOTO M OpOs HA OTUIOJCHUTE SUIICKIICTKH WIIM EMOPHOHUTE, BHBEACHN BB Bac.

Coonranen abopt

Koraro cTe mojioxkeHa Ha aCHCTUPaHa PEpPOAYKTHBHA TEXHOJOTHS MM CTUMYJIAIUS Ha SHYHHUIINTE
3a oOpa3yBaHe Ha AUICKICTKH, Py Bac ChIIecTBYBa IO-TOISIMa BEPOSTHOCT 3a CIIOHTAHEH a0opT,
OTKOJIKOTO TIPH JIPYTUTE KCHHU.

IIpoGyieMu ¢ KpbBOCBCUPBAHETO (TPOMOOEMOOINYHM CHOUTHS)

AKO TipeIu BpeMe WM HaCKOPO CTE€ MMM KPhBHU ChCUPEIU B KpaKaTa Wid B OeIuTe IpodoBe,
ChpJIcUCH MH(APKT WIA UHCYIT, WIH aKO B ceMeHCTBOTO BH € mMaio mogoOHu cirydan, MOXKe J1a CTe
M3JI0’KEHH Ha MO-BUCOK PUCK OT Bh3HUKBAaHE Ha MOAO0OHM POOJIEMH MIIK T€ Ja CE€ BIIOIIAT 110 BPpeMe
Ha Jieyenue ¢ Bemfola.

Mmsxe ¢ npekangeHo Bucoko HiBo Ha FSH B kppBTa

AKO cTe MBX, TIpeKajieHo BICOKOTO HUBO Ha FSH B KpbBTa MOXKe Ja € IoKasaTel 3a yBpeKIaHe Ha
tectucute. OOMKHOBEHO, aKO UMaTe TakbB MpooiieM, Bemfola He nefictBa. Ako Bammsar nekap peru
na onuTa Jedenue ¢ Bemfola, Moxke na moucka na gajaeTe criepma 3a aHanus 4 10 6 Mecelia cliies
3arovYBaHe Ha JICYCHUETO, 32 a TO CIEIH.

Jleua u roHomu
Bemfola He e nokasan 3a ynoTtpe0a npu Jielia U FOHOIIU Ha Bb3pact noj 18 ronuHw.

Jdpyru nexapctBa u Bemfola
TpsabBa na kaxxete Ha Bamms jgexap, ako mpremare, HACKOpO CTe MPUEMaIH WK € Bb3MOXKHO Ja
npuemMare JApyrH JeKapcTBa.

o Axo m3nonseare Bemfola ¢ npyru nekapctsa, kouto moanomarat opynanusta (kato hCG umu
KJIOMHU(EH UTPAT), TOBAa MOXKE 1a YBEIMYHM CTUMYJIMpaHeTo Ha Bammre doaukymnu.
o Axo n3nonseare Bemfola eqHOBpeMEHHO ¢ aroOHUCT WM aHTAarOHUCT HA ,,FOHAIOTPOINH-

ocBoboxmaBam xopMoH (GnRH) (Te3n nexapcTBa HaMalsiBaT HUBAaTa Ha MOJIOBUTE Bu
XOPMOHH U CITUPAT OBYJIANUATA), MOXKE JIa IMaTe HYX/a OT Io-BUCcoKa Jjo3a Bemfola 3a
oOpa3yBaHe Ha (QOJIUKYIIH.

BpeMeHHOCT M KbpMeHe
He usnonzaiite Bemfola, ako cTe OpemeHHa nin KbpMHTE.

Ilopupane u padoTa ¢ MAIIMHH
He ce ouakBa ToBa JIeKapCcTBO Jia OBIIUsAC BBPXY criocoOHOcTTa Bu na modupare u na padoTture ¢
MAIlHH.

Bemfola cbabpika HaTpHii
ToBa nexapcTBO ChABPKA HATPHUH, MO-ManKko oT 1 mmol (23 mg) Ha mo3a, T.€. MOXKe Ja ce Kaxe, 4e
NPaKTUYECKU HE ChIbPrKa HATPUil.

3. Kak na n3noisBare Bemfola

Bunaru usnonszBaiite ToBa IeKapcTBO TOYHO KakTo Bu e ka3an Bammusar nekap. Ako He cTe CUTYpHU B
Hello, nonuraiTe Bammus nexap unu gpapmanesT.

Uznon3BaHe Ha TOBA JEKAPCTBO

e Bemfola e npegnazHaueH 3a nmpuiarane 4pe3 MHXXEKLUS HEMOCPEACTBEHO MO KoxKaTa
(mozxoxHO). M3nos3BaiiTe Beska IpeABapUTEIIHO HAITbIHEHATa IIMCAJIKa CaMO BEIHBXK U ClIE]
TOBa TPsIOBa Ja 1 U3XBBPIIUTE ChITIACHO HHCTPYKLUUHTE 3a Oe3omacHocT. He mpunaraiite
pas3TBOpA, aKO ChABPrKa YACTULH WK HE € OUCTBD.

e IIvpBara nmxekuus Bemfola TpsiOBa na ce HanpaBu o HaOMOAEHUETO HA Bamms iexap.

e  Bammsr nekap nwim MeIUIMHCKA cecTpa e Bu nokaxar kak aa usnomssare Bemfola
MpeIBapUTETHO HAITbJTHEHATA THCAJIKa 33 MH)KEKTHPAaHEe Ha JIEKapCTBOTO CaMH.
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e Ako npunarate camu Bemfola, mpodyereTe BHUMATEIHO HHCTPYKIMHTE 32 yIOTpeOa v T
cienpaiite. Te3sn HHCTPYKLUUTE MOT'aT Jla C€ HAMEPAT B Kpasi Ha JINCTOBKATA.

KakBo KOTUYECTBO /1a M3MOI3BATE
BamusT nekap 1mie penm KakBo KOJIHYECTBO OT JICKAPCTBOTO JIa TIpUeMaTe U KOJIKo uecto. Jlo3uTe,
OIKMCAaHU T0-J10J1y, ca IocoueHHU B MexxayHapoaau eauuuiy (1U) u munmuaurpu (ml).

Kenn

AKO HIMaTe OBYJIAIHS U CTE C HEPeJOBHA WJIM JIMIICBAIA MEHCTPYAITHS

e Bemfola 00MKHOBEHO ce Ipujiara eKeIHeBHO.

e Axo nMare HepeJIOBHA MEHCTpYyaIHs, 3ao4yHeTe 1a usnonspare Bemfola B pamkute Ha
ObPBUTE 7 JHU OT MEHCTPYaJTHUS IIUKBI. AKO HAMATE MEHCTpYyaIlHs, MOXe J1a 3all0YHETe Ja
M3II0JI3BATE JICKAPCTBOTO B KOWTO M Ja OWII0 JieH, yno0eH 3a Bac.

e Hauannara no3a Bemfola OukHOBEHO ¢ HHIUBUAYyAIH3UpaHA U MOXKE JIa C€ KOPUTUPA
TTOETAITHO.

e JlueBHara no3a Bemfola He TpsioBa na npesuiasa 225 IU (0,375 ml).

e Koraro ce JOCTUrHE KEIaHUAT OTIOBOP, 1ii¢ By Objie HanpaBeHa ¢IHOKPATHO MHKEKIUSA OT
250 mukporpama ,,pekomounanTeH hCG” (r-hCG, naboparopro npousseneH hCG 1o
crreniranHa JJHK texuaomorus) wiau 5 000 mo 10 000 IU hCG, 24 no 48 gaca ciren mociieHaTa
Bu nmxexnust Bemfola. Haii-moOpoTo Bpeme 3a TIOJIOB aKT € B JICHs Ha [TOCTaBsiHE Ha
umkekuaTa ¢ hCG u npe3 ciensarius JaeH.

Axo Bamusr nekap He 3a0enexu KeJTaHus OTTOBOP, MPOABKEHHETO Ha TO3H JeUeOeH UK C
Bemfola TpsiOBa 1a ce olieHH U J1a ce Ipuiiara B ChOTBETCTBUE ChC CTaHIApTHATA KIMHUYHA MPAKTHKA.

Axo Bammsit opraHu3bM ce MoBIHsie MPeKaJeHo CHITHO, JieueHneTo Bu me Obae cripssHo u HiMa 1a Bu
o0bae nasan hCG (BmwxTe Touka 2, ,,CuHIpoM Ha oBapuanHa xunepcrumynanus (COXC)”). 3a
clieiBaInys UK Bamusr nexap me Bu npeanumme naganua no3a Bemfola, mo-nucka ot
IpeUIITHATA.

Axo ipu Bac ca auargoctuiipaly MHOTO HUCKM HrBa Ha xopMmonnte FSH u LH

e (OoOwuuaitnara HavanHa 1032 Bemfola e 75 g0 150 IU (0,12 no 0,25 ml) 3aeaHo cbe 75 IU
(0,12 ml) nytpomnun anda.

e [lle u3non3BaTe TE€3U ABE JIEKAPCTBA BCEKU JICH 3a MEPUOJI O MET CEAMUIIN.

e Bamara no3a Bemfola moxe na ce yBennyaBa Ha Bceku 7 win Ha Bceku 14 quu ¢ 37,5 1o
75 TU, noKato ce JOCTUTHE KEJTaHUST OTTOBOP.

e Koraro ce JOCTUTHE KEIaHUAT OTIOBOP, Iile By Objic HanpaBeHa eTHOKPATHO HHXKEKIUS OT
250 mukporpama ,,pekombunanrer hCG* (r-hCG, maboparopso npousseneH hCG mo
crrenmanHa JJHK texunomorus) wiau 5 000 mo 10 000 IU hCG, 24 no 48 ygaca ciien mociiegHaTa
Bu unxexius Bemfola u mytponun anda. Haii-moOpoTo Bpeme 3a MOJIOB akT € B JACHS Ha
nmocraBsHe Ha uHkekiuaTa ¢ hCG u npe3 cieapamus aeH. Jpyra BB3MOXKHOCT € Ja ce
HaIpaBU BTPEMATOYHO OCEMEHSIBAHE WM IPyra MEAUIIMHCKA MPOLEAYpa 3a aCUCTUPAHA
penpoayKIus MO MpeleHka Ha Bamusa gexap.

Axo Bamusr iekap He yCTaHOBH JKEJaHUS OTTOBOP CIIE 5 CEAMUITH, TO3H IIMKBII Ha JICUCHHE C
Bemfola tpsi6Ba fa ce mpekbcHe. 3a ceaBalys UKD Ha JiedeHue Bammsr nekap e Bu npeanuiie
HavajHa ;103a Bemfola mo-Bucoka ot npeauinHara.

Axo Bammst opraau3bM ce MOBJHsie TPEKaIeHO CUITHO, ieueHneTo Bu ¢ Bemfola me 6b11e cipsiHo u
HsMa 1a Bu 0b1e naBan hCG (Buxre Touka 2, ,,CHHAPOM Ha OBapHallHA XUTIEPCTUMYJIAIHS
(COXC)”). 3a cnenparus 1uKbI BamusT nekap e Bu npennuiie HayanHa n1o3a Bemfola, no-aucka
OT TIpeIUIITHATA.
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Axo nipu Bac Tps0Ba fa ce pa3BHAT HAKOJIKO SHIEKJIETKH 3a B3eMaHe IPeIu aCUCTHpaHa
PENPOAYKTHBHA TEXHOJIOI U

e Hauannaara mo3a Bemfola o0ukHOBEHO € MHHIUBHIyIM3MPaHa U MOXKE 11a Ob1Ie KOpUTHpaHa
MOETAIHO J0 He Mmo-Brcoka mo3a oT 450 IU (0,75 ml) maeBHO.

e Jleyennero mpoabiDKaBa 0 pa3BUTHE Ha SHUIIEKIICTKHUTE 10 JKEJIaHOTO HUBO. Bammsar jgexap
II¢ U3II0JI3Ba KPhBHU U3CIICIBAHUS /WU YIATPA3BYKOB arapar, 3a Ja MPOBepH Kora ¢
JIOCTUI'HATO TOBA HUBO.

e Koraro siineknetkute Bu ca rotosu, me Bu Ob1¢ HanpaBeHa e THOKPATHO HHKEKITUS OT
250 mukporpama ,,pekombunanres hCG* (r-hCG, maboparopsHo npomsseneH hCG mo
cniermanHa pekombunanTHa JIHK texnonorus) win 5 000 mo 10 000 IU hCG, 24 no 48 vaca
cien nociennata Bu nmkekiust Bemfola. Tosa e Hanpasu siiinexierkute Bu rorosu 3a
B3E€MaHe.

Mu:ixke

e (OoOwuuaiinara no3a Bemfola e 150 IU (0,25 ml) 3aexno ¢ hCG.
[lle n3non3Bate Te3u JiBE JieKapcTBa TPU IBTH CEAMHUYHO 32 MOHE 4 Mecela.

e Axo cien 4 Mecelia He ce JOCTUTHE OTTOBOP Ha JIedeHHeTo, Barmst jekap Moxe 1a Bu
NPEIOKH J1a POIBDKUTE Jla U3I0JI3BaTe JABETE JIEKapCTBa 3a rmoxe 18 mecera.

AKO cTe U3M0JI3BAJIM NoBeYe 0T HeoOxoaumaTa 103a Bemfola

He ca u3BecTHH eekTUTE OT M3MOJI3BaHE Ha IpekaneHo MHOro Bemfola. Benpeku ToBa moxe na ce
ouakBa rosiBata Ha CunApoM Ha oBapuanHa xunepcrumyianus (COXC), KolTo e onrcaH B To4Ka 4.
COXC obaue 6u ce mosiBII camo ako e npuitoked 1 hCG (BmwxTe Touka 2, ,,CHHAPOM Ha OBapHalHa
xunepctumyianusg (COXC)”).

AKo cTe MponycHaJIM 1a u3noJ3Bate Bemfola

AKko cte niporrycHanu fa u3noi3sate Bemfola, He B3eMaiiTe qBoifHA 1034, 32 1a KOMIICHCHPATE
nporycHarata 103a. CBbpxere ce ¢ Bamus iekap Bb3MOXKHO Half-CKOpO, ciel] KaTo 3a0enekure, 4e
CTe IPOILyCHAIH 103a.

AKO MaTe HAKAKBHU JOMBIHUTEIHN BBIIPOCH, CBBP3aHH ¢ yroTpebara Ha TOBa JIEKAPCTBO, MOMUTANTE
Bamus nexap winu gapmarieBr.

4. Bb3MoKHU HeKeTaHU peakiun

Kakro Bcuukmu JIEKapCTBaA, TOBA JICKAPCTBO MOXKE J1a IPEAN3BHUKA HEXKECIIaHNU pCaKIUH, BBIIPEKU Y€ HE
BCCKH I'1 ITOJTy4aBa.

CepHo3HM HeKeJTaH! PeaKIuM MPH ’KeHH

e bojka B fonHAaTa 4acT Ha Kopema, IPUIPY>KEHa OT TaJieHe WU MOBpPBILAaHE, MOXKE /1a ca
CHMITTOMH Ha CHHAPOM Ha oBapuaiHa xunepctumynamus (COXC). ToBa Moxe 1a mokasBa, ue
SIMYHULIATE ca pearupajiy NpeKaJeHo CHUIIHO Ha JICYEHHETO U Y€ ca C€ Pa3BWIIN T'OJIEMU KHCTH
Ha SAYHUALUTE (BHXKTE ChUIO Touka 2, ,,CuHapoM Ha oBapuanHa xunepcrumynanus (COXC)”).
Tasu HexxenaHa peakius € yecTta (Bb3MOXKHO € 1a 3acerte Ao 1 Ha 10 mymm).

e (COXC Moxke J1a cTaHe TeKbK ChC CUIIHO YTOJIeMEHH SHYHUIM, HaMaJIeHo o0pa3yBaHe Ha
ypHYHa, IOBUIIIABaHE HA TETJIOTO, 3aTPYTHEHO JUINAHE W/WIH Bhb3MOXKHO ChOMpaHe Ha
TEYHOCTH B CTOMaxa WM IpbAHUS Koll. Ta3u HexenaHa peakuus € HeuecTa (Bb3MOXKHO € Ja
3acerse 110 1 Ha 100 gymm).

e Psgko Moxe ga ce pa3BuAT ycioxkHeHus Ha COXC kaTo yCykBaHe Ha SHUHULIUTE WU
oOpa3yBaHe Ha KPbBHHU ChCcUpENHU (BB3MOXKHO € J1a 3acerHar a0 1 Ha 1000 gymim).

e  MHOro psIKO MOXeE J1a Bb3HUKHAT CEPHUO3HU YCIOXKHEHHS, CBBP3aHU C KPhBOCHCUPBAHETO
(TpomboemOommuHn chOUTHS ), TOHsIKOTa He3aBucuMU 0T COXC (BB3MOXKHO € J1a 3aCerHar J10
1 va 10 000 gymm). ToBa 61 MOTIIO 1a MPUYMHU OBJIKA B TPBAHUS KOII, 3a0yX, HHCYIT WIH
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chpaeueH HGAPKT (BIKTE CHITO ToUKa 2, ,,IIpobiiemMu ¢ KpbBOCHCHPBAHETO
(TpoMOoeMOoIIHN CHOUTHS) ).

Cepuo3HU HeKeJIAHU PeaKIUH MPU MbiKe 1 JKeHH
e AepruyHHTe peakiuu KaTo 0OpHUB, 3aUuepBsIBaHE HA KOXKATa, YPTUKAPHS, OTOK Ha JIUIETO ChC
3aTPyAHEHO JIMIIaHe TOHSIKOTa MOTaT JIa ca CepUO3HU. Te3u HeKeNaH! peakiuy ca MHOTO
penxu (Moxe na 3acerae 10 1 Ha 10 000 mymm).

Axo 3a0emexuTe HIKOS 0T U30POCHUTE MO-TOPE HEeXETAHH PEaKIny, TPsiOBa He3abaBHO 11a ce
cBBpiKeTe ¢ Barus niekap, KoiiTo Moxe J1a Bu kaxe ga cripere ynotpebara Ha Bemfola.

Jpyru HexKeJaHM PeaKUUu NPHU KeHU

Miuoro yectu (BB3MOXKHO € Ja 3acerHar noseue ot 1 Ha 10 ayim):
e TopOWYKHU C TEYHOCT B SHUHUIHTE (KMUCTH HA SHIHIKA)
e ['maBoOoiue
e MecTHHU peakIiy Ha MSACTOTO Ha MHDKEKTHpPaHe KaTo 00JIKa, 3auepBsiBaHe, CHHUHA, IOyBaHE
W/WIU Ipa3HeHe

Yectr (BB3MOXKHO € aa 3acerdat g0 1 ma 10 gymm):
e boika B kopema
e Tlamene, moBpbINAHE, THAPHS, KOPEMHH CIIA3MH U ITOAyBaHE

Muoro peaku (Bb3MOXKHO € Ja 3acerHat g0 1 xHa 10 000 gymm):

e Moxe 11a ce pa3BUAT aJIEPTUYHU PEaKIMK KaTo OOPUB, 3aU4epBsIBAHE HA KOXKATa, YPTUKAPUS,
MMOyBaHE Ha JINIETO ChC 3aTPYAHEHO MUIIaHe. Te3n peakiuy MOHIKOTra Morar 1ia Ob1at
CEPHO3HHU.

e Acrtmara Bu Moxe 1a ce BIIOIIH.

Jlpyru He:KelaHU peaKklUM MPU MbiKe

MaHoro dectr (BE3MOXHO € Jia 3acersar noseye ot 1 Ha 10 aymm):
e MecTHHY peakiuy Ha MSCTOTO Ha WH)KEKTHpaHe Kato 00JIka, 3a4epBsBaHe, CHHUHA, ITOIyBaHE
W/WIH Jpa3HEeHe.

Yectu (BE3MOXKHO € j1a 3acersar a0 1 ga 10 aymm):
e [loxyBaHe HA BEHUTE HAJ U 3] TECTUCHTE (BaApUKOIICIIE).
e PaszBuTue Ha I'bpAM, aKHE WK NOBHUIIABAHE HA TETJIOTO.

Muoro peaku (Bb3MOXKHO € Ja 3acerHat g0 1 xHa 10 000 gymm):

e Moske J1a ce pa3BUAT AJCPTUIHA PEAKIIMK KaTo 0OpUB, 3aUepBsIBaHEe HA KOXKaTa, YPTUKApHS,
MOJTyBaHE Ha JIUIETO ChC 3aTPYJHEHO AuIIane. Te3u peakiuu MoHsIKora Morar jaa 0Obaat
CEpPHUO3HHU.

e Acrtmara Bu Moke 1a ce BIIOIIH.

Cno0aBaHe HA He:KeJIAHU Peakiuu

AKO MONTyYuTe HIKAKBU HEKETaHHU JICKAPCTBCHH PEaKIiy, yBeomMeTe Baius nexap wiu GapmarienT.
ToBa BKJIIOYBA BCUYKH BB3MOXKXHHU, HCOITMCAHU B Ta3U JIMCTOBKA, HEXKCJIAHU PCAKIINN. Moxete ChIIIO
Jla ChOOIIUTE HEXKEJIaH! PEaKIMi TUPEKTHO Ype3 HallMOHAJIHATAa CUCTEMA 3a ChOOIaBaHe, IOCOYCHA B
Hpunoxenne V. Karo chobuaBate HexelaH! PEAKIUU, MOXETE J1a 1aJeTe CBOS MPUHOC 32
NoJy9YaBaHe Ha ToBede HH(GOpMAIIHs OTHOCHO 0€301acHOCTTa Ha TOBA JIEKAPCTBO.

5. Kak na cexpansiBate Bemfola

I[a CC CbXpaHsBa Ha MACTO, HCAOCTHITHO 3a ACHA.
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He uznon3Baiite TOBa JI€KapCTBO CJeJl CPOKa Ha TOJHOCT, OTOETA3aH BbPXY €THKETa Ha MHCcajKaTa
WM KapTOHEHATa OMaKoBKa cien ,,l'oneH no:*“. CpoKbT Ha TOJTHOCT OTIOBAps HA MOCIEAHUS ICH OT
MIOCOYEHHUS MECEIL.

Ha ce cexpanssa B xmagmiauK (2°C-8°C). Jla He ce 3aMpassBa.
Jla ce chxpaHsiBa B OpUTHHATTHATA OTIAKOBKa, 32 J]a Ce Mpe/Ira3u OT CBETINHA.

B pamkuTe Ha cpoKa Ha rOJIHOCT HEOTBOPEHATA MMHCAJIKa MOXKE Jla C€ ChbXPaHsBa IIPU TeMIIepaTypa
noxt 25°C o 3 mecena, 0e3 1a ce OCTaBsi OTHOBO B XJIAIMITHHK, U TPSIOBA J1a C€ U3XBBHPIIU CIIE]
3 Mecela, ako He € Ora U3Mo3BaHa.

He u3non3Baiite ToBa JICKapCTBO, aKO 3a0€eNeKUTE KAKBUTO U Ja oumno BUIUMU Oene3n Ha HapyliaBaHC
Ha Ka4CeCTBOTO HA MPOAYKTA, aKO TCUHOCTTA CbAbPrKA YaCTUIU HUJIU HC € 6I/ICTpa.

Crnen oTBapsiHE JIEKapCTBOTO TPOBA /la CE MHXKEKTUpPA BeHAra.

He usxBbpisiiTe nekapcTBaTa B KaHAIM3ALMATA WIM B KOHTEHEPA 32 JOMAIIHU OTHAaAbIH.
[NonmTaiite Bamms papmanieBT kak Ja yHHIIOKUATE HEHY)kKHUTe Bu ekapcra. Te3n Mepku 1ie
CIIOMOTHAT 3a OIa3BaHE Ha OKOJIHATA CPEAaA.

6. CpabpikaHue HA ONIAKOBKATA M I0NbJHUTEIHA UHopManus

Kaxkso cpabp:xa Bemfola
e AKTHUBHOTO BemIeCTBO € GOMUTPONHH anda.

e Bemfola 75 [U/0,125 ml: Beceku natpon chabpxa 75 IU (ekBuBaneHTHH Ha 5,5 MUKporpama)
thomurpornuH anda B 0,125 ml pasTsop.

e Bemfola 150 [U/0,25 ml: Becexkn matpon csaspxa 150 U (exBuBanenTHr Ha 11 Mukporpama)
¢domutponuH anda B 0,25 ml pazreop.

e Bemfola 225 [U/0,375 ml: Bcexu matpon cpabpxa 225 IU (eKkBUBaJIeHTHH Ha
16,5 muxporpama) ¢ponurponuH anda B 0,375 ml pa3tsop.

e Bemfola 300 1U/0,50 ml: Beexu natpon chabpxa 300 [U (exBuBaseHTHH Ha 22 MUKPOTpaMa)
dbomurponuH anda B 0,50 ml paszrsop.

e Bemfola 450 [U/0,75 ml: Bceku natpon chabpika 450 1U (ekBuBasieHTHH Ha 33 MHKpoOTpama)
dbomurponuH anda B 0,70 ml paztBop.

e Bceku ml ot pasrBopa ceabspxa 600 U (exBuBanenTHH Ha 44 MUKporpama) GOIUTPOITUH
anda.

e Jlpyrute cbCcTaBKH ca mojokcamep 188, 3axaposa, MeTHOHHH, TUHATPHEB docdaT TUXUAPAT,
HaTpueB AuxuaporeHpocdar quxuapar, GochopHa KUCeTUHA U BOJIA 32 MHIKEKIIHH.

Kak u3raexna Bemfola u kakBo cbabpKa ONaKOBKAaTa
e Bemfola e nog dopmara Ha OucTpa, 6€31[BETHA TEYHOCT B MPEIBAPUTEITHO HAITBJIHEHA
nucaika (MHXEKIHs).
e Bemfola ce npennara B omakoBku ¢ 1, 5 win 10 npeaBapuTenHO HATBITHEHU MUCATKH, 1, 5
v 10 eqnokpathu uray u 1, 5 unu 10 Tamnona cke cnupt. He BCHUKK BUOBE OMAKOBKU
Morar Ja ObJaT MyCHATH B Ipoaaxoa.

IIpuTexkaTes Ha pa3pelIeHHeTO 3a yIOTPeda M MPOM3BOIUTE
Gedeon Richter Plc.

Gyomroi at 19-21.
1103 Budapest
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YHurapust
JaTa Ha mocJeHO NpepasriekaaHe HA JUCTOBKATA:

ITonpoOHa uHOpMaLKs 3a TOBA JIEKApCTBO € IpeaocTaBeHa Ha yeOcaiiTa Ha EBpornetickara areHIus
1o JekapcrBara: http://www.ema.europa.eu.
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Bemfola 75 1U/0,125 ml npexBapuTeTHO HATbJIHEHA MU CAJIKA
Bemfola 150 1U/0,25 ml npexBapuTe1HO HabJIHEHa MU CAJIKA
Bemfola 225 1U/0,375 ml npeaBapuTeiHo HATBJIHEHA MU CAJTIKA
Bemfola 300 IU/0,50 ml npenBapuTe/HO HABJIHEHA MU CATKA
Bemfola 450 1U/0,75 ml npenBapuTeITHO HATBJIHEHA MHCATKA

HNHcTpyknum 3a ynorpeda

CBbABbP/KAHUE

1. Kak na u3nonssare Bemfola nmpensapurenHo HambJIHEHATA MHCATKA

2. Ilpenn na 3ano4HeTe Aa U3noa3BaTe Bamara npexBapuTe/JHO HATBJIHEHA MIUCAJIKA
3. lloarorBsine Ha BamaTa npeABapuTeIHO HAITbJHEHA MUCAJIKA 32 HH/KEKTHPaHe

4. 3apaBaHe Ha 103aTa, IpeaNKUCcaHa oT Bamus jgexkap

5. Mn:keKTHpAaHE HA 103aTA

6. Cjien MHKEKTHPAHETO

Mpexynpesxnenne: Mous, mpouereTe U cienaiite Te3n MacTpykiuum 3a ynorpeda Ha Bemfola
MpeBapUTEITHO HAITbTHEeHA TUcanika. He cienBalite MHCTPYKIMY OT APYTH U3TOYHHIIN, Pa3TUYHA
OT Te3H, ONMUCaHu B Te3u MHCcTpykumu 3a ynoTpeba win oT Bamms MeTUITUHCKY CIIEITHAINCT, Thil
KaTo TOBa MOXe J1a KOMIIPOMETHpa MpaBUITHATA yIIOTpeda Ha MPEeBAPUTEIHO HAIThIHEHATA
nucaska 1 Bamiero sedeHue.

Kak na n3nossare Bemfola npeaqBapuTe/iHO HAITbJIHEHATA MHCATKA

IIpenu na 3anouHeTe na u3nona3Bare Bammre npeaBapuUTENIHO HAITBIHEHU TUCAIKH, MOJIA,
MpoYeTeTe BHUMATEIHO MbIHUTEe HTCPYKINK 3a ynoTpeba 1 JUCTOBKATA 32 IMalMeHTa.
Bcesxa npenBapuTenHo HabJIHEHA [TUCAJIKA € CaMO 32 €JHOKPATHa ynoTpeda - He
IIO3BOJISIBAMTE HA HUKOM APYT Aa sl U310JI3BA.

UwncnaTa B MPO30pUETO 32 /103aTa HA MPEABAPUTETHO HAITBTHEHNUTE MHCAJIKHU Ca B
MexnyHapoaHu enuHuy win [U. BammsaT jgexap Bu e ka3an kosko IU na cn nH:KeKkTHpaTe
BCEKH JIeH.

Bammsar nexap/papmanesT me Bu kaxke koiko Bemfola npensapurenHo HambJHeHH
NMHCAJKH 32 eJHOKPAaTHA ynoTpeda me TpsidBa Aa u3noJs3Bare 3a Bamus nbJjeH Kypc Ha
JiedeHue.

[MocTaBsiiTe CM UHKEKIUATA MPUOIM3UTEIHO MO €HO U CHIIO BPeMe BCEKH JICH.

Hpe)m Jia 3amovHeTe Ja u3noj3Bare Bamara npeaBapuTejIHO HAITLJIHECHA MMHCAJIKA

HN3Banere mucajakaTa oT XJIaJHJIHUKA
W3Bagete enna ot Bamure nucanku ot xnaguiHuka 5 1o 10 MUHYTH nIpenu Aa sl U31oJ3BaTe.
AKO JIeKapCTBOTO € 3aMpa3eHo, MOJIs, He TO U3IIOJI3BANTE.

HN3MmuiiTe pbueTe cu

H3muiiTe pplLIETE CU ChC CallyH M TOIJIA BOJA, U TH MOJCYLIETE.

Baxxno e priiete Bu 1 Hemiata, KOUTO U3IMOJI3BATE 32 MOJITOTBSHE HA MUCAJIKATA, J1a ObJaT
BB3MOKHO Hal-UHCTH.

Hamepere 4ucTO MSICTO
IToaxonsmmo MsACTO € YucTa Maca WiIn NOBbPXHOCT.

IloarorBsine Ha Bamara NpeaABAPUTE/IHO HAITBJIHECHA MUCAJIKA 324 HHIKCKTHPaHE
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Yactu Ha NPpEeABAPUTEIHO HAITBJIHCHA IMMHUCAJIKATA

Ho3za

ByTOH 3a 3aJlaBaHE Ha J103aTa

JlenTa 32 akTHBHpaHe

200 IUW/0.5ml
Ingectian

000 000 O

Bemfola

IMaTpoH c JekapcTBO

Hraa
BbTpemHa kanayka Ha UrJjara

BbHIIHA Kanayka Ha urjara

ITocTaBsiiTe MHKEKIIMATA BCEKH JIEH
MPHOIM3UTEITHO 0 €HO U ChIIO BPEME.
W3Bagere nucankara OT XJaJuiIHHKA 5 10
10 MuHYTH Ipen Aa g U3OI3BATE.

3abenexcka: nposepeme 0aiu
JIeKapCmMEOmo He e 3aMpb3HATO.

=
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HpaBI/IJ'IHa TIO3UIIHA
Ha urjaTta

Hemnpasunna
MO3UIIYS Ha UTaTa
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Iloarorsere uraara cu 3a
HHJKEKTHPaHe

Bsemete HOBa Hria - H3MoN3BaiiTe caMo
UTTIUTE 32 €THOKpaTHA yHnoTpeoa,
IIPEOCTABEHU B OITAKOBKaTa. J[pbxTe
3[paBO BBHIIIHATA Kallayka Ha UIJIaTa.
Bcexu neT nposepsiBaiiTe 1anu
OTJIEMALIMAT CEe €TUKET Ha BbHIIIHATA
Kallayka Ha UIJIaTa He € MOBPECH U Jalu
€ 3aJIeTIEH IUTBTHO.

MaxHeTre OTIIENALUs C€ ETUKET OT
WHXEKIIMOHHATA WUIJIa.

Buumanue: Axo omnenswuam ce
emuKem e nogpeoeH U He e 3ai1enem
NABMHO, He U3NOA36aUme U2iama.
H3xevpneme s 6 konmeiinep 3a ocmpu
npeomemu. Bzememe nosa uzaa.

[Ipukpenere urnara.

XBaHeTe NHcaaKaTa OTCTPAaHU U APHKTE
WrJiaTa B €IHa JTUHUS C Hesl, JOKaTo
MIPUKpETIATE UriiaTa. 3aBUiTe Uriara
JIOKpaif 1o MOCOKa Ha YaCOBHUKOBATa
CTpeJKa KbM BbpXa Ha MHCAJIKaTa, JOKATO
Ce 3aKpernH 37[paBo. YBepeTe ce, ue
WTJIaTa € MPaBIITHO 3aKperieHa Ha
MMcakara, Taka 4de Jia € B IIpaBa IMO3uIusl.

Buumanue:

He samseaiime npexaneno cunno uenama.
He namuckaiime 6ymona 3a 3a0asane na
ooszama, 00KAmMo nocmassime u2iamd.

OTtcTpaHeTe BHHIIIHATA Kallayka Ha
urnara (G). 3ana3ere Kanaykara 3a
no-kbcHOo. Ts me Bu TpsioBa cien
KaTo ce HH)KeKTHPaTe, 3a 1a
U3XBBPJIMTE MHCATKATA.

OTtcTpaHeTe BhTpElIHATA KallayKa Ha
urnarta (F).

YBepure ce, ue uriarta ¢ B IpaBUJIHATA
TO3UIIHSL.



4. 3agaBaHe Ha q03aTa, NpeAnucana or Bamus gexap
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[IspBO, XBaHETE MHCaANKaTa TakKa, 4e
MOCTaBEeHATA WIJIA J]a € HaCOYeHa
Harope. 3a 1a IpeMaxHeTe
BB3IyIIHUTE MEXypUueTa OT CHCTeMaTa,
JIEKO MOYyKalTe OTCTpaHU Ha
MycaKara, 3a 1a HakapaTe HaJTuYHUTE
BB3AYLIHU MEXypueTa Ja ce€ U3AUrHaAT
10 BbpXa.

Karo mppxute nucankara HacodeHa
Harope, HaTHCHeTe 0yTOHA 3a J103aTa,
JTOKATO JIEHTATa 32 aKTUBHPAHE C
MaJKaTa CTpeJka ce ckpue. TpsOBa
CBIIO J1a YyeTe MIPaKBaHE H MAJIKO
TEYHOCT II¢ U3JIe3¢ HaBhH (TOBA €
HopMautHo). [Tucankara Bede e roToBa
3a 3aJlaBaHE Ha J03aTa.

Buumanue:

AKo He usnpbCcKa HUKAKBO KOAUYeCm80
MeYHOCM U ce YCMAHO8U USMUYAHe
Ha MeYHOCm HA MACMOMO HA
c8bp36ane Ha u21ama U NUCAIKamad,
nucankama ne mpsa66a 0a ce U3No38d.
Yeeoomeme Bawus nexap unu
Gapmayesm, axo 3abenedcume
HAKAK8U NPoOIeMU.

BaumatenHo 3aBBPTCTEC 6YTOH3 3a
3aJaBaHEC Ha 103aTa, 10KaTo
OTMCTKAaTa Ha npeanrucaHaTra Bu noza
CC U3paBHU CHC CpE€aaTa Ha
B,Z[J'I’b6HaTI/IHaTa Ha IIMcajikarta.

3aovenexcka: [Ipu Bemfola 75
1U/0,125 ml npedsapumenro
HAnwIHeHa NUCAIKd, OYmoHvm 3a
3a0asare Ha 003ama He Modxce 0a
HAanpasu nwieH Kpbe, Ho 8ce NaK Moice
da ce 3a8bpmu 8 0OPAMHA NOCOKA.
Tucanxama seue e 2comosa 3a
uHdICeKmupane.
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Buumanue:
He namuckaiime noseue 6ymona 3a
3a0asane Ha 003ama.



5. HNnxexkTupaHe Ha j03aTa

Cera cTe roTOBH /1a IOCTABHTE BeHATa HH)KEKIUATA cu: Bammsar JIEKap UK MeAUMIIUHCKA
cecTpa ca Bu nmocnbBeTBaIM Kb/i€ a MOCTABUTE HHIKEKIIUIATA (Hanp. KopeMma, nmpeaHaTra 4acT Ha
6eup0T0). 3a na cBenere 10 MHUHHMYM JAPA3HEHETO HA KO’KaTa, BCCKU ACH n36npaﬁTe PAa3JINIHO
MSACTO 3a HH/KEKTHPaAHE.

ITouncrere MICTOTO Ha
WHKEKTHPAHE C TAMIIOHA,
HaIlOEH ChC CIUPT, HATUYCH
B OITAKOBKATa, KaTo
M3T0JI3BaTe KPHrOBH
JIBYDKCHMS.

M3uakaliTe HIKOIKO
CEKYHIH, IOKATO CIIHPTHT CE
M3Mapu OT KOXKaTa u TS
W3ChXHE, Ipeu Aa
WHXXEKTHPATE.

[IpoBepere oTHOBO Hanu
Heo0XoIMMara 103a €
MOKa3aHa BbpXY IHCAIKaTa.
Jleko 3axBaHeTe KOXKaTa HA
MSCTOTO Ha WHIKEKTHpaHe.
3aapmKTe MHCcaIKaTa
MPUOIU3UTEITHO 0T TIPaB
BB (90°-0B BIBIT) 1 ¢ €1HO
CTaOMITHO IBUKCHUE
BbBEJIETE UIJIaTa JIOKpail B
KOXKaTa CH.

Bnumanue: /jokamo
8veedcoame usnama, He
Hamuckatime 6ymona 3a
3a0asane Ha 003ama u He
npomensaime vevia Ha
u21ama npu 8veeJCOaHe.

l' | Crejl kaTo WriiaTa e Hall'bJIHO

BBBE[ICHA B MSCTOTO Ha
\ WHX¢CKTUPAHE, HATUCHETE

0aBHO U HEIIPEKHCHATO
OyToHa 3a 3aJaBaHe Ha

p J03afra, 10KaTo Ccrpe u
JTVHWATA Ha 3a7a7eHaTa
ao3ara €€ CKpHUe.
He m3Baxknaiite uriara
BEJIHara, u34aKamuTe moHe
5 cexynam, nipeau na
W3BaJUTE UTrjaTa, 3a 1a CTe
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CUTYpHH, Y€ CTe
WHXEKTHPAIH IThJIHATA J1034.
Crnen n3BaKJaHETO HA
WrjaTa: MOYUCTEeTe KOXKaTa C
TaMITOH, HaTlO€H ChC CIHPT,
KaTo MpaBUTE KPBIOBU
JBIOKCHUS HA MSICTO Ha
WHXEKTHPAHE.

Buumanue: Axo no apeme na
UHIICeKMuUpane ce yCmaHosu
usmuyane Ha MeuHoCm Ha
MACMOMO HA C8bP3BAHE HA
uenama u nucankama,
yeooomeme Bawusi nexap
unu ghapmayesm.



6. CJel HHKeKTHUPAHETO
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BuuMareHo moctaBeTe 00paTHO
BBHIIIHATA Kalavka BbPXY UIJIaTa.

MoskeTe 1a u3nmoa3Bare
MIpeIBApUTEIHO HalbJIHEHATA
MUCAJIKA 32 HHXKEKTUPAHE CaMO
BEJHBX U TpsIOBa 1a U3XBBPIIUTE
MUcallkaTa, I0pu ako B HEsl OCTaHe
TEYHOCT CIIEJl HHXKEKTHPAHE.
N3xBBpreTe KapTOHEHATa KyTHS,
BBTpEIIHATA KallayKka Ha urmiarta,
OTJENSAIINS CE €TUKET, TAMIIOHA,
HAIOEH CbC cupT, 1 MHCTpyKIuuTe
3a ynorpeba B OONKHOBEH KOHTEHHED
3a JOMaIIHU oTHabu. He
M3XBBPJISITE JeKapcTBaTa B MUBKATa
WM TOAJIETHATA WM B KOHTEHHEpa
Bu 3a nomamHu oTabIy.
M3non3BanaTa nucaika TpsOBa Aa
0bJle U3XBBpJICHA B KOHTEHHEp 3a
OCTpHU IpeAMETH U J1a ObJie BbpHATA
Ha anTeKara 3a MPaBUIHO
yHuuoxasase. [Tonuraiite Bamms
(hapManeBT Kak Aa U3XBBPILTE
JIeKapcTBaTa, KOUTO BEUe He
U3II0JI3BATE.
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