JJUCTOBKA: HHOPOPMAILIUA 3A IIOTPEBUTEJIS

QOCTHMOH 75 TU npax u pa3TsopuTeN 32 MHKEKIHOHEH PA3TBOP

FOSTIMON 75 IU powder and solvent for solution for injection

Mouasn, npoyerere BHUMATEIRO Ta3H JHCTOBKA, MPEeIH Aa 3amovHeTe NPHEMAHETO HA

JAEKAPCTBOTO.

- 3anasere Tazu JHcToBKA. [T0-KBCHO MOXeE JIa BH Ce HAJIOKH Ja 5 Npo4eTeTe OTHOBO.

- AKO MMdre HAKaKBH BBIIPOCH, TIONHATANHTE BAITHSA JIEKap WIH (papManeBT.

- Tosa nekapcrBo e npennucano nuyHO Ha Bac. He ro npeorcreieaiite Ha Apyru xopa. To
MOXC Jda HM HaBpPE/H, HE3aBUCHMO OT TOBa, Y€ TCXHHTE CHMITOMH Ca CBINUTE KaTo
BAIlINTE.

- AKO HSKOS OT HEXENaHWTC JICKAPCTBEHH DPEaKIWK CTaHe CEpHO3HA HIH 320€IeXHTE
APYId, HC ONHCAaHH B Ta3H JIMCTOBKA HEXEIIAHU PEeaKIHH, MOJIA YBEAOMETE BallHs JICKap
HIH (papMaueBT.

B Ta3zu ancroBka: |
1. Kakeo npeacrasnssa POCTUMOH 75 IU u 3a k4 TRCCE TR 2 L 101 110 HEKAP\'JTMTA]
2. Ilpean aa u3nomeate POCTUMOH 75 TU - - -

— I- .“ 2
3. Kax za ce npuema ®OCTHUMOH 75 U O Y O N iy
4. BL3MOKHU HEKENaHH peaKkIiu Kom Pag. Ne ALY Lf
5. Kak na cexpanssare ®OCTUMOH 75 U Paapewssie Ne
6. lorbaHuTENHA HHPOpMAITHS 0 prensincresd.
AP g e
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1. KAKBO IIPEJICTABJISIBA ®OCTHUMOH 75 147 L BOCEMSTO 3B

s DBcexku crerien ¢nakon POCTHUMOH 75 IU cpampka aKTHBHO BEIIECTBO
Ypogomutponus (Ponnkyio — cruMymapam xopmoHn) 75 1U.

e OOCTHMMOH 75 IU ce npunara HpH JKCHH, KOHTO HSMAaT OBYJALMA W HE ca
pearnpai Ha APYro Je4YeHHE (KIIOMH(CHOB IUTPAT).

e llpunara ce, 3a Jla NpeaAH3BUKA PA3BHTHETO Ha HAKOJKO (HOJIMKYIH (M CICHOBATEIHO
Ha HAKOJIKO SHIEKICTKH ) IPH KE€HH, KOUTO C€ IeKYBaT 3a (JepTHIINTET.

OOCTHMMOH 75 1U ¢ npax BbB (pJIAKOH H ce IIpejajiara ¢ pa3TBOPHTEN B aMmIysa. e ce
M3M0JI3BAT, 3a Ja C€ NPHIOTBU HHXEKIMAT2 BH. YpodomdTpolMH € BHCOKOIPEYHUCTEH
YOBCHIKH XOPMOH, CTHMYJIHpAIl (POTHKYIUTE, OT I'PyNiaTa Ha FTOHATOTPOIHHUTE.

To3u nexapcTsen npoaykT TpsAbGBa 1a ce mpueMa o, IeKapCeko HabmoAeHue.

2. NPEIM JA U3NOJI3BATE ®OCTUMOH 75 IU

Bue n Bammsar naptHeop TpgbBa ma ce m3cimegBare 3a QepTHIIMTET NPEeAH 3aloyBaHe HA
ICUECHHETO.

HE U3ITOJ3BAUTE ®OCTHUMOH 75 IU ako nuMare:

. YBeIMYEHN SHYHWIKM HIH KUCTH, OPHYAHEHH OT XOPMOHAIHHM CMYIICHHS
(MOJTUIUCTHT HA AHYHHAIIUTE).
. KpbBOTedYEHNHE ¢ HEACCH ITPOU3XO.

¢ Pak na HﬁqHHHHTE, MATKaTa HIIH I'bpJAaTa.



. Heobuuaen/anoManer oTok (TymMop) Ha Xunodusara HIM XHUIOTaJlaMyca
(MO3BKa).

- AKO CT¢ ajleprudHi (CBPBXUYYBCTBHTEIHH) KbM Y POQOIHTPOIHH HIIA HAKOA
0T octaHanuTe ¢cberaBkuTe Ha DOCTHUMOH 75 IU.

ToBa nexapcTBo He TpsACGRa jJa Ce H3IOJI3BA, aKC HMaTe paHHa MeHomaysza, malldopalus Ha
IOJIOBHTE OpraHH WIH HAKOHW TYMOPH Ha MaTKara, KOHTO IPABAT HEBBL3MOXKHA HOpMaTHATa
OpEMECHHOCT.

O6nprere cnenmaHo BHEMaHAe TIPH yrnoTpedara aa @POCTHMOH 75 IU

Jleyenmero ¢ DOCTUMOH 75 TU yeenuyaBa pucka oT pa3BHBAHETO HAa ChCTOSHHE, H3BECTHO
KaTo CHHIAPOM HAa Xunepcrumynanus Ha sigariuTe (CXCH) (BHXKTE BB3MOXHH CTPAHUYHH
epextu). ToBa ce caydsa pgOKo, ako HIMATe OBYJIalUd H JICYEHHETO C€ HM3BLPIIBa II0
IPENOPbYaHHs HayMH. BB3MOXKHO € o0ade JIeKapcTBOTO (CHOBPKAINO  YOBEINKH
XOpHOHIroHaAoTponuH-hC(3), KOETO ce H3MoN3Ba Jia JOBEAEC OO0 OTACIAHETO Ha 3psia
AHLICKIIETKA, 18 YBETWYH BEPOATHOCTTA OT CHHAPOMA HA XHIICPCTUMYJIAIHATA.

3aToBa He ce HpenoppyBa ja ¢e winomBa hCG B ¢iydad, OPH KOHTO C€ pa3BHBa TO3H
CHHIPOM H He TpsdBa ja HMATE TOJOBO CHOIIEHHE, JOPH 4KO C& H3NO0N3BAT MEXAHHYHH
METOM Ha KOHTPAUESHIH, TOHE 4 THH.

[lpu manuenTH, Npu KOUTO ce IpIIara jedeHHe, 3a Ja ce HOAIOMOTHE OBYyJIaUHATA, [1osBaTa
Ha MHOTOIIJIOTHH OpPEMCHHOCTH M PaKJaHHs] C€ YBEIHYABA B CPABHEHHE C €CTECTBEHOTO
3aueBaHe. PuckbpT, obauve, TpadBa ga Obae cBedeH OO0 MHHHMYM, KaTo C€ B3cMa
[IpeophYaHaTa J03a.

TpsbBa ma ce orbenexu, de IpH JKEHH ¢ IPoOJIeMH ¢ QEePTHIIMTETA UMa IO-T'OJISAM IPOLEHT
abOpTH, OTKOJIKOTO HPH OCTAHAJIHTE.

Makap de nocera He ca chobimenn anepruynn peaxknya kbM @OCTUMOH 75 U, tpabsa aa
yHpopmupate Bammms jexap ako HMaTe ajiepriy KsM moA00HHA JIEKapCcTRa.

ToBa nekapcTBO € TPUrOTBEHO ¢ YOREINKA ypHHA. PUCKBT 14 MpeMHHEe WHOEKINO3CH arcHr,
KOHTO Jla NPHYMHU WH(MEKHHUS WA 00JIECT, HE MOXE Ja OBJIC KaTerOpH4YHO H3KIIOYEH, HO
TOBA € OTPAHMYCHO OT ETAMUTE 34 QTCTPaHsBaHe Ha BUpycH, ocobeno CIIUMH, Herpesvirus n
Papillomavirus, npy NpoH3BOACTBEHUA IIPOLIEC.

He ¢ ¢choOlLueH cnyyaii Ha BUPYCHO 3aMBpCIRaHE.

Ilpuemane Ha Apyru Jekapcra
Mo, nHpopmupaiite Bamms nexap wid ¢apMaleBT, ako IPHEMATe HJIN CKOpPO CTe
MPHEMATH JIPYTH JICKapCTBa, JOPH U TAKHBA, KOUTO C€ TOJyYaBaT 0¢3 peLenTa.

bpemMeHHoeT H KbpMeEHe
DOCTHUMOH 75 IU He TpgbBa /1a ce H3MOI3Ba, KO ¢Te OpeMEHHa HTH KEPMHUTE.

Baxna nnpopmManns 3a HAK0H OT cheTaBkuTe HAa DOCTHUMOH 75 1U
Axo Bammsar siekap Bu e kazan, d9e MMaTe HENOHOCHMOCT KBM HAKOHM 3axapH, MOJ,

C'bO6IlleTe I'o Ipeian 1a BH HOCTABAT HHIXCKITHATA.

ToBa nexkapcTBO chABpKa MO-MaNKO OT 1 mmol HaTpwit (23 mg) B MPATOTBEHUS PA3TBOP, T.€.
MOJKE /14 CC KaXKe, Y€ NPAKTHYECCKH HE CHLABPXKA HATPHH.

3. KAK JA CE IPHEMA ©®OCTHUMOH 75 IU

H03MPOBKA H NPOAB/KHTEJIHOCT HA JIeUeHHETO:
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CnasBaiiTe TOYHO npeanucaHaTa 103a. AKO UMaTe KojedaHHs, CBEPKETE CE C JIEKaps CH.

Kenu 6e3 osyrayus, c 1unceaa Wik HePeOOBHa MEHCMPYANUA:

AKO HMaTe MEHCTpYAaLus, JIeUeHHeTO TPAOBa Jia 3al0YHe B pAMKHTE Ha 7 JHH OT HAYAIOTO Ha
HEKBIA (TBPBHTE 7 JHHA OT MCHCTPYATHHS TIHKEI).

llocraBs ce eqHa MHXKEKIUAS JHERHO, MITH MOKOKHO, WIH HHTPAMYCKYITHO.

ObuyakiHaTa Hayaiada go3a ¢ or 75 go 150 IU @OCTHUMOH Beexu aeH. Ta3u s103a MoXKe ga
ce yBenmuud npu Heodxoaumoct ¢ 37.5 mo 75 1U or OOCTUMOH mna 7, mnuz 3a
peAnoYrTane 14-aHEBHE HHTEPBAIH, 324 JIa ¢¢ TOJIVIH HEOO0X01UMaTa peaKkius.
Maxkcumannara gaesHa go3a COCTUMOH 75 IU obukHOBEHO He Haapumagra 225 U.

Axo nexapat Bu He MOXe na BHAu pe3ynTar ciaen 4-ceIMHYHO JICUCHHE, TO3M LUKBJI Ha
NEYCHHE CE CUpa. 3a ClleIRALIUS [IUKBN NEKAPAT oupecad No-rojsmmMa HadanHa nosa.

AKO peaknuAaTa ¢ A00pa (yIOBJICTBOPUTEICH pacTeX Ha (OJHKYIMTE), C€ TOCTaBA
CIHOKPATHO HHKEKIUS OT Apyro nekapcTBo (hCQG), KoeTo BOAM 10 OKOHYATETHOTO Y3pABAHE
Ha (onvKyna u OTACNAHETO HA sHHeKIeTKH. Tosa cTaBa ot 24 no 48 gaca ciej mocieHara
arxeKnus ¢ QOCTHUMOH 75 TU. TpgbBa aa oceliecTBUTE II0I0B aKT B JC€HA HA IMOCTABAHC
Ha hCG HHXeKIIHATa 1 OTHOBO HA Cle/IBAILHS JEH.

AKO PEaKIMATA HA JIEYCHUCTO € W3KIIOUuTenHo n00pa, TO ¢ cmmpa U He ce noctars hCG
(BIDK BB3MOXXHHU CTPAHWYHU edeKTH). 3a cleARaInus KB JeKapaT i€ TPeIInLIe T0-MaAJIKa
HavyallHa J03a.

AKenu, noonosxcenu Ha cmumyaupane Ha4 AUMHUUUME 34 paA3eumMue HA MHOICECMECHH
dorukyau npedu ORIOHCOAHE HUH-GUMPO HAH C OPYyZU GCUCHIHDAHU PERPOOYKMUGHU
MEeXHOR0ZUU;

Cutvauug 1 — AKo umMaTte MeHCTpyaIins

Jleuenuero TpaOBa ja 3amovHe 2-3 JHH CJI€J HAYAIOTO HA IHKBIA (OIBpBHTE 2-3 JHH OT
MCHCTpYalHua uKbd). llle ce mocTassa 1 HHXeKIUS Ha ACH IOJKOXHO HIIH HHTPAMYCKYJIIHO.
Obuyaiinara HayamHa Ao3a 3a cBpbxpoByianus e 150 go 225 ITU ®OCTUMOH 75 1U Beexu
geH. Jleyenuero nmpoabiKaBa, KaTo A03ara ¢e IPOMEHS B 3aBHCHMOCT OT peakipusra Bu,
JOKATO C€ NOCTHIHE KEJIAHOTO pa3BUTHE Ha (OAMKYIUTE. ToBa OOHKHOBEHO CE€ IOCTHIA
cpeano A0 10-s nen or neuenwmero (Mexny S u 20 mum) ¥ ¢¢ u3Mepra ¢ KPLBHH TECTOBE H/HIIH
Iperjieay ¢ yaTpa3ByK.

llp; mocTurane Ha k€IaHOTO pa3BHTHE Ha QOIHKYINTS, €IHOKPATHO CE€ ITOCTaBs MHXKEKIHA,
KOATO BOJHU /IO OKOHUYATENHO y3psaBaHe Ha (omikynure. Jlekapereoto chabpxa a0 10,000 TU
JOBCIIKH XOpHOHTroHAAoTponuH (hCG).

Topa ctaBa ot 24 o 48 yaca cnen nocnensara umxeknua ¢ ®OCTUMOH 75 1U.

Cutyanus 2 — IIpu usnonspare Ha arOHACT HA TOHAAOTPONHH-PATHEZAHT  X0pMoH {GnRH)
GOCTHUMOH 75 U ce npunara oxomio 2 ceIMHLHM cJell HAYalIoTO HA TOBA JjieueHHe. JIBeTe
JIEYEHHA TIPOABIDKABAT A0 NOCTUraTe Ha KelaHoTo pasButue Ha donukynure. POCTHMOH
75 1U ce npunara BeOHBXK AHEBHO TOIKOMNKHO HJIH HWHIpaMycKyiaHo. Hamnpumep, cien
aByceaMUYHO JieueHue ¢ arorucT Ha GnRH, ot 150 no 225 U GOCTUMOH ce npuarat
uspeHTe 7 gHH. Cres ToBa JIo3aTa ce IPSlH3Mpa, B 3aBUCHMOCT OT peakiMsiTa Ha AHUHHIHTE.

Kak na ce npuiaara ®OCTHMOH 75 1U:

OOCTHMOH 75 IU ce mocraBs mox ¢opMaTa HA HHXKEKIHA, WA MTOAKOXHO, HIH
AHTPaMyCKYJIHO. |

Bcexn QuakoH TpsOBa Aa ce M3MOI3BAa CaMO BEJAHBXK W MIDKCKIHATA Ja C€ IIPaBH BeJHara
CJIe][ IIPUTOTBIHETO HA pa3TBOpA.

Cien nmoaxoasm cnLBeT u ofyvenne, Bammar Jexkap mosxke Ja BH npexnoxku aa cu
nocraare POCTHUMOH 75 IU cammn.

IIspBo Jexapar TpsadBa na Bu:

- Hakapa J1a ce YIpaXXHABATe /la CH IOCTABATE MOJKOXKHA HHKEKIIHS,



- HMOKaXC INOAXOOAIINUTE 3a HHXXCKTHPAHE MECTa,
- IOKaXC KaK CC IIPUTOTBA HHIKCKIITHOHHHSA pa3TBOP,
- 00sICHH KaK ce IIPATOTBA TOYHAaTa A03a 3a HHXKCKTHPAHC.

Ilpenn na cu unxkekTHpare ®OCTHUMOH 75 IU camm, npoderere HHCTPYKIHHTE
BHHMATEJHO:

Kak na ce npurorBu u numzkektupa 1 panakon ®OCTHUMOH 75 1U:

MmxeknusaTa TpsOBa a ce IPUrOTBU HEMOCPEACTBEHO NPEAH IpHJIaraHe, Karo ce M3I10J13Ba
pastBoputens (0.9% w/v ¢usnosornuen pa3TBOp Ha HATPUEB XJIOPU]) MOCTABEH BHB BCAKA
onakoBka ®OCTHUMOH 75 IU.

IIpurorBere 4KMcra MOBBPXHOCT U M3MHHTE pblieTe CH. BaxkHO € pblieTe H BCHYKO, KOETO
WU3I0JI3BATE, J1a € Bb3MOKHO HANH-YUCTO.

Ha Ta3u noBBpXHOCT IIOCTABETE:

- JIBa HAIlO€HHU ChC CIUPT MaMyKa (He ca BKJIIOYEHH B OTTAaKOBKATA),

- eauH ¢uakod ¢ npax POCTUMOH 75 IU,

- €JjHa aMIlyJia ¢ pa3TBOPHUTEII,

- €JIHa CIIpUHIOBKA (HE € BKJIIOYECHA B ONIaKOBKaTa),

- €JIHa MIJIa 3a IIO/ITOTBSIHE Ha PAa3TBOpA 3a MHIKEKTHpaHe (He € BKIIIOUYEHA B OIIaKOBKATA),

- €JlHa ThHKA MIJIa 32 [10JIKOKHA MHXKEKIIUs (He e BKIIIOYeHAa B OMTaKOBKAaTa).

IloaroroBKa HAa HHKEKIIUATA:

OTtBOpere amnyara ¢ OUCTpUs pa3TBOP:

B.

% Ha mmuiikata Ha aMmIiyJjiata ¢ pasTBOpPHTCII HMa MAJTbK IIBCTCH

A.
3HAK, KBJIETO TS CE€ cuyInBa JiecHO. [ louykaliTe JIEKO BbpXa Ha
amIlyJjara, 3a Jia HIMa TeYHOCT TaM. 37IpaBO HAaTUCHETE
amIryjara HaJ [IMMKaTa i c4yIeTre Ha MapKHPaHOTO MSCTO.
BaumaTtenHo rnocrasere OTBOpeHaTa aMIlyjia Ha IOYHCTeHaTa

MOBBPXHOCT.

M3rernere pazrBopurens:

Karo abpxuTe CcrpuHIlOBKaTa B €IHATa pbKa, B3eMETe€ OTBOpEHATa
amIlyja, MYIIHETe HIrjara W M3TerJIeTe ISJ0TO  KOJIUYECTBO.
BHuMmarenHO 1mocTtaBeTeé CHPHHIIOBKATa HA MOBBPXHOCTTA, KaTo

[ IlocTaBeTe Wriara 3a IOArOTOBKA HA MHIXKEKIMATA HA CIPHHIIOBKATA.
BHHMaBAaTe J1a He JJOKOCHETE Ur/iara.

[IpurorBeTe MHXXEKIIMOHHUS PA3TBOD:

1. OrcTpanere anyMHHHEBOTO NOKPUTHE Ha (Pi1akoHa ¢ mpax
@ OOCTHUMOH 75 IU u nourcreTe ryMeHara 3anymajika CbC CIIHPT.




2. Bzemete cnpuHIIOBKaTa 1 0aBHO HH)KEKTHpAWTE pa3TBOPUTEISA BbB
(p1aKkoHa npe3 rymMeHara 3anyuasika.

3. Cnen kaTo npaxsT ce € pa3TBOpH (OOMKHOBEHO TOBA CTaBa BEHAra),
O0aBHO M3TErJIETE IJIOTO KOJIMYECTBO B CIIPUHIIOBKATA.

HHKeKTHpaHe Ha pa3TBoOpa NMOJAKOKHO:

CMmeHere rojisiMara urijia Ha CIIpHHIIOBKATa ¢ TbHKaA HIJIa 34
l HHIKCKTHPAHC.
.

i

Harpasete npoBepka 3a 0e301macHOCT:

Beuuku mexypuera TpsiOBa aa ObAaT OTCTPAHEHHU KAaTO U3IIPAaBUTE
CIIPHHIIOBKATA C UIJIaTa Harope, JIEKOo 5 MoYyKaTe U BHUMATEIHO
NPUABUKHATE OYTAIOTO, JIOKATO HA BbPXa HA UIJIaTa ce MOSABH €/IHa
Karka.

Komuuecteoro ®OCTHUMOH 75 IU B cnpuHIioBKaTa TpsOBa ja €
IPENOPHYAHOTO OT JIEKaps.

JlekapsT unmu MeIMIIMHCKATa cecTpa Bede ca Bu mokasaiu KbJie Jia
uwkektupare POCTHUMOH 75 U (manp. xopema, npeaHara 4act
Ha OexgpoTo). [louncrere MACTOTO ¢ HANOECHUS CHC CIIHPT NaMYK.
CtrcHeTe KOXKaTa M C PA3KO ABHIKEHHE 3a0WiiTe WIJIaTa MO BI'bJI
45° nwmm 90°. UnxekTupaiite mojakoxHo kakto Bu e nmokaszano. He
MHKEKTUPANUTE JICKapCTBOTO BBHB BeHA. MIHXKeKTHpauTe pa3TBopa C
[UIaBHO HaTHCKaHe Ha Oyranoro. He Obp3alite, 3amoTo TpsOBa Ja
MHJKEKTHpATE ISJIOTO NpealnucaHo KoiaudecTBo. M3Banere uriara
BE/JHAra cJjeJl TOBa U IMOYHUCTETE MICTOTO C TaMIIOHA MHaMYK ¢
KPBIrOBO JIBUKEHHE.

HU3xBBpJIeTe BCHYKO H3M0/JI3BAHO:

Cren Karo MHXEKIHATA € MOCTaBeHa, MOCTABeTe BCHYKM UIJIM U IMPa3HU aMIlyJIH B JIa/ICHUS
Bu xonrelinep. HeusnomBanusT pa3tBop TpsOBa Ja ce€ U3XBBPIIH.



AKO cTe H3ImoJI3BaIu moBeye oT HeoOxoaumara noza ©OCTHMOH 75 1U

EdextsT oT cBpbx03a DOCTUMOH 75 IU He e uzpecTeH, HO 61 MOIJ10 Ja C& 0YaKBa ja ce
IpOABH CHHIPOM HA XHIICPCTHMYJIAIMS HAa SHYHHOATE (BMXKTEC BB3MOXKHH CTpaHHIHH
epekTH). AKO H3N0I3BaTe noBeyue oTKoJIKoTO Tpsabea POCTUMOH 75 IU, o6spHETE Ce KBM
neKap WM (papMaricBT.

AKo cre nponycuaau aa uznomeare ®OCTUMOH 75 1U:
CreaBaiiarta HHXXEKUMA TpAOBa Jla ce IOCTAaBH B ONPEACIICHOTO 3a Hesl Bpeme. He npuemainite
JOMBJIHHTE/THH KOMHYICCTBA 34 KOMICHCHPAHE HA IIPOIIYCHATH JO3H.

4. BBb3IMOXHH HEXEJIAHHU PEAKIIUHU

Karo Bcuuku nekaperBa, POCTHUMOH 75 IU Moxe Zla Npedu3BHKBA HEXKEIAHH PEAKLHH,
BBIIPEKH Y€ HE BCEKU ' MOy YaBA.

CtpaHu4HHTE €PeKTH MOraT jia OsJaT TPYIHPAaHA B CIETHUTE KATCrOpHH: (110

MedDRA

MHoro dectu IOSBABAT ce IpH NoBeue oT 1 Ha 10 maruenTH.

YecTH nosBsear ce npu 1 Ao 10 va Beekn 100 nanueHTw.

Heuectn nosBsBar ce npu 1 10 10 va Beexn 1000 mamueHTH.

Penxn nmoaBsasat ce upu 1 1o 10 ma scexn 10000 nauuerTu.

MHoro penku [IOSBABAT ¢€ IIpH nMo-Maiko oT 1 Ha Beexku 10 000
MalueHTH

CpobIIcHHTe CTpaHUIHH ¢(heKTH ca:

YecTH: rmaBo0ONHe, MOANYXHANOCT, 3aleK, CHHAPOM Ha XHIEPCTHMYJIAlUATa H
00JIKa Ha MACTOTO HA ITOCTABIHE HA HHKCKIHATA.

Heuecrn: rafacHe, OOJIKH B KOpeMHAaTa 001a¢T, yMopa, 3aTpyAHEHO JHIIAHE.

Peaxu wiun Jpyra peakuud Ha MACTOTO HA UHXKEKIHATA (3aucpBaBaHE ¥ ChpOSK),

MHOTO PENKH:  YIrOJIEMSIBAHE Ha I'bPAUTE, OOCIKH B I'bPAHTE, TOpPELIM BBIHH, BHCHEC Ha
CBAT, CEHIMBOCT, IPOMSHA HAd HACTPOCHUETO, 3aD0aBEeHH PEaKIHH, I{HCTHUT,
yBeNMUCHa (YHKNHA Ha ITHTOBHAHATA KJIe3a, 3auepBsiBaHEe, CHPOEeKH,
KPBbBOTEYEHHE OT HOCA H YBEIUY4BAHE HA BPEMETC HA KLPBEHE.

Koraro ®OCTHUMOH 75 1TU ¢e uznonsea B komOuwuanus ¢ hCG:
Psaxo ca HabmojaBaH# NaTOIOTHYHE KPBBHH CHCHPELM IIPH MOA00HH JIEKAPCTRA.

Be3MOXHa € CBpbXCTUMYIIANMSA Ha SHUHHAIMTE, AKO TOBa Ce CIIYYH, MOTraT Jia ce o0pa3yBar
I'OJIEMH KHCTH Ha ARYHHLUTE. [[bpBUTE NpH3HALM ca OOJIKH B A0JHATA 4aCT HA KOPEMa, KaKTo
U TaJICHE, MOBPBIAHE M IIOBHINIABAHE HA TETJIOTO. AKO TE3H CUMIITOMH C¢ MPOSBAT, TpAOBA 11a
OpaeTe MNperieJaHy OT JIeKap BBIMOXHO Hafi-ckopo. B cepuo3Hd, HO pPeaKu Clnydau
SMYHUIHTE MOTAT Ja C€ YBEJINYaT 4 jJa ce chdepe TCUHOCT B KopeMHaTa 00/IacT MM IPhAHHS
Koml. 3a Aa C€ MpeJOTBPATAT TaKHBa CJIy4aH Ha IPEKOMEpPHA pPEakiHs Ha SHYHHITUTE,

nexapar Bu Moxe ga cope aeuennero ¢ @OCTHUMOH 75 IU u ga npekpard JI€4eHHETO C
hCG.



Exronuyna OpeMeHHOCT (U3BBHMATOYHA OPEMEHHOCT) € BBH3MOXHA, OCOOCHO IIPU KEHH ¢
HpEeAUINHHN 3a00JISBaHUS HA MaTOYHHTE TPLOH.

Ako 3abenexuTe cTpaHWYHH edeKTM, KOHTO He Ca CIIOMEHATH B JIMCTOBKATa, MOJL Ja
uH(popMupare Bamuns jexap win papMaleBT.

5. KAK JA CE CBXPAHSBA ®OCTHUMOH 751U

CobxpaHsaBaiiTe Ha MACTO, HEOCTRITHO 3a JCHA.
Ja ce cpXpanaBa npu teMueparypa noa 25° C. Jla ce chXpaHaBa B OpUTHHAIHATA OIIAKOBKA.
1la ce masu oT CBETIHHA.

He nsnonssaitte ®OCTHUMOH 75 IU cien ¢poka Ha rOIHOCT, OTOCNIA3aH BEPXY KapTOHEHATa
OMAKOBKa. AKO CPOKBT Ha TOJIHOCT € OTOENsA3aH KaTo MECel/TOAnHa, CPOKBT HA TOJHOCT
OTroBaps Ha [MOCIIEIHUA JICH OT MIOCOYCHHS MECeEII.

Jla ce M3mo3Ba HENnoCpeICTBEHO Cliel| IPHTOTBIHETO.

Ha ne ce n3nomsa @COCTUMOH 75 IU ako pa3TBOpBT HE H3TICKIa OUCTHD.

JlekapcTBara He TpsAORA /14 ce H3XBBPIIAT B KaHAIH3AIHATa WM B KOHTelHepa 33 I0MAIlIHH
otnankuy. [lonutatite Banmms dapmaneBT kak 1a YHHIIOKHATE HeHYykHUTE B nexapcrsa.
Te3u Mepku LIe crioMOTHAT 3a OmMa3BaHe Ha OKOJIHATA Cpeja

6. JOII'BJIHUTEJHA HHOOPMAIIUS

KakBo chanpxka
AKTHBHOTO BEWIECTBO ¢€: Y podomuTponur 75 IU.

ITomoinHy BemecTna:
3a rmpaxa: JakT03a MOHOXHJIpAT
3a pa3TBOPHTENS: (PU3HOIOTHYCH Pa3TBOP, HATPHEB XJIOPHL

Kaxk m3raexiga ®OCTUMOH 75 IU 1 kakBO ChABLPKA ORAKOBKATA

Beexu ¢nakon ¢ npax ceaspxa 75 IU ypodonutponnH. AMnysiaTa ¢ pa3TBOPUTE ChABPXa
1 ml crepunen pa3TBop Ha HaTpues xaopux 0.9% w/v.

IIpenmnara ce B ontakoBku oT 1, 5 wiu 10 xomonexta. He BCHUKHA BUAOBE OIAKOBKH MOrar ja
Ob/aT nycHaTH B Ipoaaxoa.

IIpuTeskaTen Ha pa3peumieHHETO 3a ynoTpeda:

IBSA Farmaceutici Italia S.r.l

Via Martin di Cefalonia 2, 26900 Lodi,
Hranus

IIpousBoUTE], OTTOROPEH 32 OCBOOOK/IABAHETO HA MAPTH/IH:

IBSA Farmaceutici Italia S.r.]

Via Martiri di Cefalonia 2, 26900 Lodi,
HUrams

,I[a'ra HA AKTYAJTH3HPAHC HA TEKCTA:

09/ 2023r.



