Organon Cranaaprua KXII U3, ﬂﬁHMTEJ]H m"' -~
RA 2400 OS 82 (REF 2.0) Hpax o pETe L1 PR g A ArEHU,lIH HOHeH-PAIFRO] JH

1. HME HA JIEKAPCTBEHHA ITPOJIVKT D! /

2. KAYECTBEH H KOJITHYECTBEH ChCTAB

AKTHBHOTO BEILECTBO € JOBEITKH XoproHronagotpormus (1XI') (chorionic gonadotrophin),
KOHTO ce M3B/IMYA OT YPHUHATA HA OPEMEHHHU KEeHH H HMA CBOWCTBATA Ha Ty TeMHH3HpALL
xopmoH (JI1X).

Enna amnyna ceaspxa 1500 [U yoremka X0pHORTOHAAOTPOITHH.

3a MOMOUIHHTE BEIUECTBA, BIDKTE TOUKA 6. 1.

3. JEKAPCTBEHA ®OPMA

[Ipax M pa3sTBOPHTEN 3a HHKEKLUHMOHEH Pa3TROP.

4. KJIMHHYHHA JAHHU
4.1 TepaneBTHYHA NOKAZAHUS

Ipu mcenu:

* Munykuus na oByjauusTa npH 6e3ni0/Me, CEHP3aHO C TMTICA HA OBYIALMS HIIH 3a6aBeHo
3pecHe Ha Ponukynure.

» [loaroroska na GbonMKynuTE 38 MYHKIMA 1P IPOrPamMyTe 32 KOUTPOIMPAHA OBAPHATTHA
XHIEPCTHMYIAIXsA (H3MON3BALIA METOIUTE Ha aCHCTHPAHA PENPOIYKIHA).

* 3a mojurbpKaHe Ha JyTeanHara dasa.

Hpu myvxce:

¢  XHUIOroHAaZOTPONEH XHIIOTOHAAN3BM (HAKOH CIIy4aH Ha HAMOTATHYHA OTHIOCHTEPMHU CE
HOBIRABAT ONArONPHATHO TIPH NEYEHHE ¢ TOHAAOTPOIMHK ).

¢ 3abaBeHO HACTBIIBAHE Ha MybepreTa, NOPagH HEAOCTATLYHOCT HA XHIIO(H3HH
TOHAJOTPOIIHHH.

¢ KpHOTOPXH3EM, IIPH JHICA HA AHATOMHYHA 0OCTPYKIIHS.

4.2 /1o3ApoBKa H HAYHH HA NPHIOKEHHE

Ho3upane npu yncenu:

o Hnoyxyus nag ogyrayuama npu Ge3nnodue, ObANCAO Ce HA AHOSYIAYUUA UTU HAPYIUEHUS
NP V3PAGAHEeMO Ha porukyrume

Obun4aitnara 1o3a e eana umkekus o1 5 000 - 10 000 U [Ipersun, kosTo N0MEIBA
NEYCHHETO ¢ UPENapar, ChAbpKall GoNUKyI0CTUMYIHpaIt XopMoH (DPCX). S
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Organon Cranaapraa KXIT pernun 1500

RA 2400 OS8 S2 (REF 2.0) Ilpax u pa3TBOPHTEN 32 HHKEKIIHOHEH PA3TBOD
. lodzomoexa Ha ONUKYAQ 3A RVHKYUR NPU IPOZPAMU 30 KOHIMPOLUPAHG OBADUATHA
XUREPCIUMYAAYUS

Obuyatinara 1o3a e eana nHxekius ot 5 000 - 10 000 [U Ipersun, kodaTo JoNBIBA
nedenuero ¢ ®CX-npenapar.

o [looovporcane na aymearnama gasza

JBe uim TpH ocnenopatensl HHkekuy ot 1000-3000 1U Beska ce npunarar 3a nepuon ot 9
JHH cnen oBynauus win emopuorpanchep (ET) (Hanpumep Ha feH 3, 6 1 9 cnen uHaAyKIRATA
Ha OBYJIALIMATA).

Hozupane npu muoice

o Xunoconadomponen Xuno2oHaou3vm

1000-2000 TU Iperama, 2-3 mbTH C€AMHYHO. AKO OCHOBRHHAT MpobnemM e 0€3MmI0I1eTo,
[Iperann Moxe aa ce NpHIoKH | JoneIHATenHO ¢ OCX-cpappkan npenapat (75 1U)
€XEIHEBHO WiIH 2-3 MBTH B ceAMHIaTAa. JleueHneTo TpsOBa Da NpOIBIKY OHE 3 Mecena
npead Aa HacTBLIM Hoa4YepTano noxobpenue B criepMartorenesara. Cnes Topa IeHeHHETO
MOJXKE ja NPOABIIKH camo ¢ npunarane Ha uXI'.

ITo BpeMe Ha nedenuero Tpsdpa na Gbae NPeyCTAHOBEHA TECTOCTEPOH-3dMECTHTENHATA
Tepanus, ako € MpUJarana TaKasa.

o 3abasen nybepmem nopadu HedOCMaAMBYHOCH HA XUNOPDUIHU 20HAOOMPONUHU
1500 IU 2-3 meTH ceAMUYHO 32 TIOHE 6 Mecella.

o Kpunmopxuzem npu IunNca Ha GHAMOMUYHA 06CmpyKyus

-noa 2-rogumraa Be3pactT: 250 JU nsa mbTH ceMHYHO 32 6 Ce/IMUILIN;
-pB3pact 2-6 roguuu: 500-1000 IU xpa neTH ceAMMYHO 3a 6 CEJIMHIIH.
-xan 6-roguuu: 1500 IU nBa mbTH c€AMUYHO 3a 6 CEIMHIIN.

Haunu Ha npanoKeHHEe:
[Mony4yenuar cnen npubapsHETO HaA pa3TBOPUTENS KbM npaxa IIpernun pa3TBop ce HHXEKTUpa
BHHAr# 0aBHO, TOAKOKHO HJIM HHTPAMYCKYJIHO.

4.3 IIpoTHBOHOKA3ZAHMS

e (CBPBXYYBCTBHTECIHOCT KBM HOBEIIKHS XOPHOHTOHAJOTPOIHH HIH KbM HAKOE OT
TIOMOIIJHHTE BEIIECTBA.

e YCTaHOBEHH HIIH CYCIIEKTHH TYMOPH, 3aBHCHMH OT IIOJIOBHTE XOPMOHH, KAaTO KaplHHOM
HA ANYHKKA, MICUHATA JKJIe3a H MaTKaTa MPH KEHH W KAPLHHOM HA NIPOCTaTa HIIH KapLMHOM
Ha MIIeYHaTa JK/1e3a IpH MbXKa.

e MandopManmu Ha IOJOBUTE OPTaHH, HECEBMECTHMHE ¢ OpPEMEHHOCTTA

¢  QuOPOMIHK TYMOPH HAa MATKATa, HECHBMECTHMH ¢ OpEMEHHOCTTA

o Xuneprpodus UIM TYMOP Ha XMNOQpH3aTa.

4.4 CreuMa/tHH IpeaynpeKIeHus i MPeAna3Hu MEpKH NpH ynorpeda

Hpu scenu:
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. CrhriecTBYBa IIOBUINEH PHCK 33 BE3HUKBAHE Ha MHOTOIIONHA OPEMEHHOCT CIIeN
HMHIYKIHS Ha OBYJIALMATA C TOHAAOTPOITHHY.

. [onsMaTa 4acT OT NAUMEHTKUTE, IOUIOKEHH Ha aCHCTHPaHa PenpoayKLK, 0CODEHO
uH-BUTpo Qeprramsanus ([VF), ca ¢ HapylieHHe B CTPYKTypaTa Ha MaTOUHHTE TPBOHU, TOPaIH
KOETO ce IPHeMa, Y€ PHCKBT OT BE3HAKBaNE Ha eKTOIMYHA OpeMEeHHOCT € NoBHIIeH. BakHo e
HABPEMEHHO J1a ¢e NOTRBPAH C YITPa3BYK, 4e OPeMEHHOCTTA € BhTPEMATOYHA.

. Yecrorara Ha CIOHTAHHATE abOpTH cpell alHeHTKHTE, 3a0peMeHeNH 10 MeTo1a Ha
ACHCTHpPAHATA PENPORYKIIUA € [O-TONAMA, OTKOJIKOTO NPH OCTAHAIATA YacT OT MOIyNauHuITa.
. Tpabpa ce HIKITIOUN HATMYHETO HA H3BBH-TOHAHH €HAOKPMHONATHH (HAPYUIEHHS BB
(GYHKIMKTE HA (UNTOBUAHATA, HanOBOpeyHaTa MM XHIIOQH3HATA HKIIe3a).

. YecToTara Ha BPOACHH MandOpPMallMy cllejl IpUiarane Ha TEXHOIOMMH 34 acCHCTHpaHa
penponykuus ( TAP) MoXke 1a € MalKo [0-BHCOKA, OTKONKOTO CNEN CIIOHTaHHM OPEMEHHOCTH.
CmMsTa ce, 4e TasH JICKO MOBHIIEHA YECTOTA € CBbP3aHa C Pa3uKUTE B POJHTEICKATE
XapaKTEPMCTHKH (Hap. BH3PAcT HA MAKaTa, XapakTCPUCTHKH HA CTiepMaTta) i ¢ MOBHIIeHaTa
gecToTa Ha MHOTOILIONHH OpeMeHHOCTH cnel npunarane Ha TAP. Hama anuxauunn, 4e
IPHIIOKEHHAESTO HA TOHAJOTPONMHY 10 BpeMe Ha TAP e CBbp3aHO ¢ ITOBHILEH PHCK OT
BpOJIeHH MaIhopMallHH.

. Hexenana oBapHaiya XHIEPCTHMYNALHA

[Tpu manMeHTKH ¢ YCTAHOBEH HHQPEPTUIMTET B PE3YITAT Ha JIUIICA Ha OBYNALHS NI
HAPYLIEHO 3peeHe Ha GomuKymuTe nedenHeTo ¢ PCX-ChABpKAIL IpenapaT MOKE 1d A0BENES
0 HekeNaHa OBapHATIHA XMIIEPCTHMYIalus. 3aT0Ba Npe/iu a 3anovne jevernero ¢ PCX u
Ha ONpe/eNieHH HHTCPBAIH [0 BPEMe Ha JIEYCHHETO, TPAOBA /A ce NMpaBH yITPa3ByKOB
KOHTPOJI Ha CHCTOSHUETO HA HOTUKYIIMTE U H3CIE/BAHE HA HUBATA HA €CTPAaTHOA.
B13MOXKHO € Ja ce ycTaHOBH OBbp30 MOBUIIABAHE HA HABATA HA €CTPa/M0Ja, HAl[PHMED 34 JBa
MM TPH HOCTEA0BATENHY JHH T€ C€ MOBHIIABAT NOBEYE OT ABYKPATHO BCCKM ICH M JOCTHIAT
10 WAKITIOUUTENHO BUCOKH CTOHHOCTH. JJHArHOCTHUHPAHETO Ha HeXellana oBapHaina
XHIEPCTHMYIAIUA MOXKe Aa Gbe TOAKPENeHo IOCPEACTBOM YATPa3BYKOBO H3CICABaAHE. AKO
OBAapHANHATA XHIICPCTHMYIALMS HAUCTHHA ¢ HEXKeNaHa (T.e. He ¢ HACTBIIKIA B PAMKHTE Ha
noxrotoska 3a IVF/ET, unrpaganomues rpancdep Ha ramern (GIFT) ninu
MHTPALMTOILIA3MEHO HEKEKTHpaHe Ha cnepmatoson (ICSI)), npuiaraneTo Ha npenapar,
cuappiary @CX, TpaOBa BelHara Ja ce npeycTaHoBy. 3abpemenaBaneTo Tpsibra 1a ce
u30erse M npyiaraneTo Ha [TIperumi Ja ce OTMEHH, 3alI0TO NPH/IaraHeTo Ha FOHANOTPOIHH ¢
AKTMBHOCT HA JIYTCHHHA3APALL XOPMOH Ha TO3M €Tal MOXe J1a MHAYLMPa, B JOTBIHEHAC KbM
MHOECTBEHNTE ORYNAIMH, OBAPHAJIEH XHIIEPCTHMYIAUMOHEH CHIAPOM. ToBa
IpenynpexacHre e 0cO0EHO BXKHO 110 OTHOUICHHE HA TAIIHEHTKM ¢ OBapHaTHa IONAKACTO3A.
KIMHHYHHTE CHMIITOMHE Ha JICKA OBApHAIIHA XHIIEPCTHMY A BKIFOYBAT
racTPOMHTECTHHAIHH CMYIeHus (Donka, rafeHe, Auapust), 6OTE3HEHOCT Ha I'bPJUTE H JIEKO
IO YMEPEHO YBETHYEHME Ha SHMHHIHTE H OBAPHATHUTE KACTH. BBB BpB3Ka ChC CUHAPOMA Ha
OBapHaIHa XMIIEPCTUMYJIalis ca JOKNAIBaHH TPEX0(HA aHOMAaIMK IIPH U3CTIEABAHUS Ha
yepHOApoOHaTa (YHKIMS, TOKA3BAIH YEPHOAPOOHE TUCHYHKLIMS, KOHTO MOXKE Ja €2
NPAAPYKEHH 0T MOP(OTOTHYHN M3MEHEHHS IPH YEPHOAPOOHA OHONCHS.

TexbK CHHAPOM HA OBAPHATHA XMIEPCTMMYIALMS C OMACHOCT 3a XKHBOTA C€ CPEIa MHOIO
psiiko. Toif ce XapakTepHU3Hpa C HAIMHME A I'0JeMH OBAPHATHH KUCTH (CKIOHHY KbM
pyNTypHpane), HAMMYHE Ha ACIUT, OBMINABAHE HA TEIVIOTO, YECTO C€ yCTAHOBABA .
XIAPOTOPAKC i MOHAKOra CUMITOMH Ha TPOMOEMOOIH3bM. e
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. Kenu ¢ HanMyKe Ha OOLIONIPHETH PUCKOBH (hakTOpH 3a TpoM003a, KaTO JHYHA HITH
(dhaMuIHa aHaMHe3a, TexKo 3aTiascTapane (Hudexe na menecnama maca> 30 kg/mz) WUITH
TpoMOOHUANA, MOXKE A2 MMAT [IOBHLIEH PUCK OT PA3BUTHE HA BEHO3HW WM ApTEPHAIHH
TPOMOCMOOIHYHM NIPOABY 110 BPEME Ha JISUEHHETO ¢ FOHAIOTPONUHY. [IpH Te3H XeHn
npeauMcrsata Ha [VF nporpaMure TpadBa id ce ChIIOCTABAT CIPAMO BB3MOXHHTE PHCKOBE.
TpadBa na ce orbenexu, ye U camara GPEMEHHOCT € aCOLMMPA C MOBHUIEH PUCK OT
TpombemboIHs.

. ITperaun He TpsadBa fa ce H3NON3Ba 3a HamassBaHe Ha TenecHoro tersto. YXT He
MOBIHsBa MeTabONMM3MA U Pa3NpeIeIAHETO HA Ma3HHHHUTE, KAKTO ¥ alleTUTA.

Hpu mvace:

Jleuenueto ¢ uXI Moxe Ja IOBede A0 MOBHIIEHA NIPOAYKIIME Ha aHAPOreHH, IOPaay KOETO:
. [NanueHTHTE ¢ NATEHTHA WM U3SABEHA ChPAEYHA HEAOCTATHYHOCT, OBOpeyHa
HEAOCTATHLYHOCT, apTepHaiHa XUNEePTOHHS, eMHTIENCH MM MHTPeHa (FIIM aHaMHe3a 3a
TIpeTUIITHN TAKHBA OMTAKBaHUA) TpsAOBa qa OB4aT NOX CTPOTO HADMIONEHHE, THil KaTo B
pe3ynrar Ha MoBHineHaTa aHAPOTeHHA IIPOAYKIIHMS MOJKE J1a ¢€ IIPOBOKKPA IIOBTOpHA [1POsABa
HA HSKOE OT Te3H CHLCTOSHHE MUK Ja ce 000CTPH, aKo € Bede IIPOSBEHO.

. 3a na ce u3berue MpexAeBpeMeHHIOTO HACTHIIBANE Ha MydepTeTa U 3aTBapsHe Ha
ermndusnre, uXI” TpadBa a ce npiiara MHOTO BHEMATENHO MIpH IOHOIIH. PenoBHO TpsdBa aa
Ce MPOCe/ABa CKENETHOTO PAa3BHTHE.

4.5 Bzaumopelicrene ¢ APYry JeKapcTBeHH NPOIYKTH H APYrH GopMH HA
B3aHMOIEHCTBHE

BzaumoneiicTeus Ha [lpersmi ¢ Apyru nexapcerea He ca MpoydBaHy, ClIeJOBaTENHO He MOTaT
na 6BJaT H3KOUEHH B3auMOAeHCTBHS ¢ 00HYaHO NpHIlarany IeKapCTBEHA IPOIYKTH.

Cnen npunarate, | IperHun Moxe Ja MOBJHAC UMYHOJIOTHYHOTO OHpEAENIsHE Ha
cepymuus/ypunapuus 9 XTI no 10 n1Hu ciepn npuiarade u aa aosene Ao $aiuaso
MOJIOXKKTENEH PE3YNTAT OT TeCT 3a OPEMEHHOCT.

4.6 bpeMeHHOCT B KBpPMeHe

[Tperdun MOXKeE J1a ce MpHIara 3a NOLAPHXKa Ha yTeanHata dasza, HOo He TpAOBa 1a ce
IIpAITara B O-Kbeed eTar oT OpeMerHoctTa. He TpsadBa na ce npuiara mo speMe Ha XbpMeEHE.

4.7 EdexTr BHpXy ciocobHocTTA 32 Modpupane u pabora ¢ MANIMHH
Hsma pammnu 3a TOBAHABAHE Ha AKTMBHOTO BHUMAHME W KOHICHTpALMATA.
4.8 He:xenaHH JIeKapCTBEHN PEAKIHH

HapymieHns Ha IMYHHATa CHCTEMA
B penxu crydapt MOXE Ja ¢ OABAT MeHepAIH3UPaH OOpyB HITH TPECKa.
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Q61 Hapymenust H eQeKTH Ha MACTOTO Ha MPHIOKEHHE

ChIIECTBYRAT JaHHH, Y€ IpH yroTpeda Ha ypuHapHH TOHAJIOTPOIIHHH MOXKE 1a Bh3HHUKHAT
JIOKAIHH PEAKIHK Ha MICTOTO Ha WHKEKTHpaHe KaTo H0/IKa, 3auepBaBaHe, OTOK, Chplex H
nocuugpane. [ToHgkora ce ¢cH00UIaRa U 3a BH3HUKBAHE HA AICPTHYHH PEAKIIMH, NPOIBABALLM
ce ¢ 6oska B oOpUB Ha MACTOTO HA HHKEKTHPAHE.

Hpu sxcenu:

CuJI0BH HapyIeRus

B peaxu caydan pombeMOoNH3BM ce cBBp3Ba ¢ tedeHre ¢ PCX/XT, obuKHOBEHO CBBP3AH
¢ OCTBD CHHIPOM Ha OBAPHAITHA XUIIEPCTHMYNalH.

PecnupaTopHy, TPBARK H MEIUACTHHAIIHH HAPYIICHHS
XHIpOTOPaKC KaTO YCIOXKHEHHE HAa OCTBP CHH/POM Ha OBAPHAIHA XHIEPCTHMYIAIHS.

CroMalHo-4peBHH HApYIIIEHU

KopeMmHH GONIKH 1 CTOMAIITHO-UPEBHH CMMIITOMH KATO rajede ¥ AHapHs, CBbP3aHH ¢ JieK
CHHAPOM HA OBAPHAIHA XUIEPCTUMYIALHA. ACIHT KAaTO YCIOXKHEHHE HA OCTHP CHHAPOM Ha
OBApHATTHA XHIIEPCTUMY TALIHAS.

Hapyrienus Ha BL3IPON3BOAMUTENHATA CHCTEMA H [bPAATA

Hexenana oBapranHa XHIEPCTHMY AL, JIEK HIIH OCThD CHHAPOM Ha OBapUasiHa
XHNepcTHMynanus (Bx. Touxa 4.4).

Bonxa B 061acTTa HA IBPAKTE, JIEKO IO YMEpPeHO yroeMsaBaHe Ha SHYHHOMTE U OBAPHUATIHH
KHMCTH, CBBP3aHH C JIEK CHHIPOM HA OBapHATHA XHIIEPCTHMYIanus. | olleMH OBapHATHI KHCTH
(CKIIOHHH KBEM PYNTYpa), 0OUKHOBEHO CBBP3aHH ¢ OCTHP CHH/APOM Ha OBapHaIHa
XHIEePCTUMYTIALHS.

Hscaensanus
[loBUIIaBaHe Ha TErNIOTO KATO XapaKTepPUCTHKA HA OCTEP CHHJIPOM Ha OBapHAIHA

XHNCPCTAM YA .

Hpu mvowce:

Hapyienus Ha MeTa00aH3Ma 0 XPAHEHETO

I[ToHsIKOra NpH IPHIAraHe Ha BUCOKH 1034 OT IMpenapara ce HabJro/1a8a 3aAphKKa Ha BOJId 1
HATPHI; CUMTA Ce, Y€ TORA € PE3YINITAT OT MOBMINEHATA IPOXYKIIUS Ha aHAPOTEHH.

Hapyinenus Ha BEIOPOHIBOIUTENHATA CHCTEMA H T'bpAATA
Cnopazmtmo IpUIarafieTo Ha X1 MoOXKe 1a J0BeIe [0 Pa3sBATHE HA THHCKOMACTHA.

4.9 Ilpeaosupane

VY CTAHOBEHO €, 4e 0CTPaTa TOKCHYHOCT Ha FOHA/I0TPOIIHHATE € MHOro Hucka. Obaue uma
BEPOATHOCT MPEKaNeHo BUCOKH 1034 uXI Ja oBesiar X0 CHHAPOM Ha OBApHAIHA
XHnepcTamMynannd (BK. Touxa 4.4).
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5. ®APMAKOJIOI'MYHHA CBOMCTBA
5.1 apmakoAMHAMHYHH CBOHCTBA

dapmakoTepaneBTHIHA IPYa: TOHAIOTPOTIUHH
ATC xon: GO3G AOQ1.

Mpernun cvabpxa 4XI', KoiTo npuTexara akTuBHOCT Ha JIX. JIX ¢ Hesamenum 3a
HOPMAITHHA PAcTEXK U PA3BUTHE HA MbXa H )KCHATA, KAKTO H 32 CTEPOHHATA IIPOAYKIIHIS Ha
TIONIOBUTE MUIE3H.

Hpu ncenume:

[Ipernun ce IpUiara KaTo 3aMecTHTEN Ha THICBAIIUS B CpeliaTa Ha IIMKbIIa UK B CEKpelsTa
wa JIX, HeoGXoMuM 3a mocrennara ¢gaza Ha GoMHKyIapHOTO 3peeHe, BOAEIIO 10 OBYJIAIUAL.
TIpernu ce TIpAAra i Kato 3aMecTuTen Ha ennoredHus JIX npes nyTeannara daza.

Hpu meaceme:
[Ipertun ce mpusiara 3a CTUMYJIMpane Ha JIaiuroBaTe KIETKM 32 IIPONYKIHA Ha
TeCTOCTEPOH.

5.2 dapmMakoKHHETHYHH CBOMCTBA

TIpr MEBXe MAKCHMAIHHTE 1a3MeHH HiBa Ha yXI ce focTHrar IpHOAK3UTEITHO 6 Uaca Cien
¢IHOKPATHO HHTPaMYCKYIHO HJIH NOJKOKHO HHXEKTHPAHE, 4 IPH MKEHH CIIe]| OKOJIO 20 gaca.
[lpu pasuYHKTE HHAXBHAN OTTOBOPHT BAPHPA, HO 3HAMHTENHOTO Pa3iM4Hie B 3aBHCHMOCT OT
11012 IPH MHTPAMYCKYJIHO PUNOXEHNE ce 00sCHABA ¢ IOBKINEHOTO KOJMHECTBO Ty TeATHA
MAaCTHA THKAH [pH JKEHATE B cpasHenye ¢ Mpxkere. B 80 % uXI' ce MeTabomm3npa NpeIuMHoO
B Gubpennte. Yo otHOWEHNE Ha cTeneHTa Ha abcopOLUys 1 BpeME Ha TOTYXKUBOT OT 33 yaca,
MHTPAMYCKY/THUST H IOJKOXKHHAT BT HA HEXKEKTHPaHe ¢a OHOeKBHBATICHTHH. B®3 ocHOBa Ha
IPENOPHLYUTEHATE CXEMH Ha JO3MPAHE W JaHHHTE 32 BDEMETO HA [OTYKHBOT, HE C¢ O1aKBa
7@ HACTBIIY KYMYJHMPAaHe.

5.3 IlpenkauHMYHH JaHHH 32 GesomacHoCT
Hama nannm.
6. ®PAPMANEBTUYHHU JAHHH

6.1 CoMenk HA NOMOIMHUTE BEUIECTBA

AmnynaTa ¢ Ipax CbAbpikKa: e
o gy TN
MaHHTOJI A G LT TN
A alet e —— e
AT T e,

ITUHATPHMEB XHAporeHpocar
HATPHEB IHXH/pOTeH(ochar
KapMeno3a HaTpui
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AMiiysara ¢ pa3TBOpUTENs ChABPKA:
HaTpues xmopua (9 mg)
gecTunrpada goja (1 ml)

6.2 HecbBMeCTHMOCTH

[IpemBrA JMNcaTa Ha IPOYYBaHHs 32 HECHBMECTUMOCTH, TO3H JIEKAPCTEEH NPOAYKT HE TpsdBa
112 C& CMECBa ¢ IPYTH TEKapCTBEHH TPOIYKTH.

6.3 Cpok Ha roaHocT

3 ronvHU

6.4 CrienidaJiHi YCJI0BHS HA ChbXpPaHeHHEe

Ila ce chXpaHsBa Ha THMHO [pH Temuepatypa ot 2°C z0 8°C.

6.5 /lanan 3a onaKoBKaTa

Onaxorxata zHa lperaun 1500, KoaTO € CThKIEHA aMITyJ1a, ChABPKA MPax, ChOTBCTCTBAIL Ha
1500 TU uXT'.

Hanuass ca OnakoBKH, chabpikamy 1, 3, 5 wmm 10 amnyn ITperai npax 3a AHKCKIHOHEH
paszTBOp U cBOTBeTHO 1,3, 5 mim 10 aMITysii pasTBOPUTEN.

6.6 HHcTpyKua# 3a ynorpeda

JIpaxbT 34 HEOKEKITHOHEH PAa3TBOP CE PA3TBApA, KaTo ¢e NpruOaBM pasTBOPATEIS.

Creyt OTBapsHE, aMITYJIaTa He MOXe A2 Oble 3aTBOPCHA IOBEUE N0 HAYHH, rapanTHpail
3amasRaHe Ha CTEPHITHOCTTA, TIOPajIH KOETO ChABPKAHNETO TPAOBa a ce ynoTpebu Beanara.
Heu3noI3BaHHAT IPOIYKT HIH OTHA(bYHUTE MATEPHAIH OT HeTo TPAOBA J1a Ce U3XBBPIAT B
ChOTBETCTBHME C MECTHUTE H3MCKBAHHUA.

7. TIPUTEXKATEJ HA PASPEIIEHUETO 3A YIIOTPEBA

NV ORGANON, Kloosterstraat 6, Postbus 20, 5340 BH Oss, Xonanaus

8. HOMEP HA PA3PEIIEHHETO 3A YIIOTPEBA

20011253

9. JTATA HA IIBPBO NOJHOBABAHE HA PAZPEIIEHUETO 3A YIIOTPEGA
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29.12.2006

10. TATA HA TIOCJEAHO PEJAKTUPAHE HA TEKCTA

05/2008
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