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1. HWME HA JIEKAPCTBEHHUA INPOAYKT

|
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IIperann (Pregnyl) 5000 IU nmpax u pa3tBOpUTE] 32 HHXKEKLIHOHEH ]JE:BTBO]J

2. KAYHECTBEH H KOJIHYECTBEH ChCTAB

AXTHBHOTO BEIIECTBO € YOBEIIKY XopHoHroHaaotponul (uXI') (chorionic gonadotrophin), XolTO ce
W3BJIMYa OT YpUHATa HA OpEMEHHH XEHH H HMa CBo¥icTBaTa Ha JyTeMHH3Hpail XxopMoH (JIX).

Enna amnyna ceaspxa S000 IU doBelllki XOPHOHTOHAAOTPOIIHH.

3a MBJIHKMA CIIUCHK Ha MOMOIIHNUTE BEIECTBA BHXKTe Touka 6.1.

3. JIEKAPCTBEHA ®OPMA

IIpax ¥ pa3TBOpHUTEN 32 HHXKEKLHOHEH PA3TBOP.

4, KJHHHUYHHU JAHHH

4.1 TepaneBTHUHH MOKA3AHHS

Ipn ncenu:

. WMHuaykuus Ha oByJlaliMaTa Iipy De3mnoaue, CBbP3aHo ¢ JIMIICA Ha OBYJIalks UK 3abaBeRo 3pecHE
Ha (POHKYITHTE. |

. IToaroroBka Ha QONUKYIUTE 33 MYHKIUA [IPH [IPOTPaMUTe 3a KOHTPOIMpaHa oBapHalaHa
XUTNIEPCTUMYIALUS (M3MON3BAIIM METOAUTE Ha aCUCTHPaHa PeNpOAYKIHA).

. 3a nogabpxaHe Ha JiyreannHara ¢aza.

IIpu meace:

° XHIOTOHAIOTPONEH XHIIONOHAAU3BM (HAKOM CIyYan Ha HAUOMATHYHA OJIMTOCIIEPMHS ce
[MOBIUABAT OJArONPUATHO MPU JCUYCHUE C TOHAJOTPOIIMHA).

° 3abaBeHO HacTBNBAHE HA My0epTeTa, MOpain HEAOCTATHYHOCT HA XUIIOPHU3IHN FOHAAOTPOIIHHH.

° KpunTopxussm, Npy TUNCa HAa aHATOMHYHA OOCTPYKI[HS.

4.2 /lo3UpOBKA H HAYHH HA NPUIOKEHHE

Hozupane npu sncenu: |

. Huoyxkyus Ha ogyrayuama npu 6e3niodue, ObANCAWO Ce HA AHOBYIAYUS WU HAPYULEHUS RPU
V3pAGAHEMO HA (DORUKYIUmE

Obnuaitnara 1032 € eqHa uHxkekuud ot 5 000 - 10 000 IU Ilperani, KOSTO OITbJIBA JEYEHHETO C

penapar, ChabpKall poaUKYIOCTUMYIHpall XopMoH {DPCX).

. [loo2omoexa Ha oruxyna 3a nyHKyus NPU NPO2PAMU 3a KOHMPOIUPAHA 0BAPUATHA
XUNEepCmumMynayus

Obwuuaiinata go3a € eagHa uHxekug ot 5 000 - 10 000 U Ilpernun, kodaTo J0MBABA JCUCHHETO C

®CX-npenapar.

. Hoddwvporcane na nymeannama gasza
HBe 1 Tpu nocineaosateaHu HHKeKUHY 0T 1000-3000 [U Besika ce npuaarar 3a nepu
oBynauus win emopuorpancdep (ET) (nanpumMep Ha feH 3, 6 1 9 ciieq MHAYKIMATA HA

]




Organon Crargaptaa KXII IIpernna 5000

RA 2400 OS S2 (REF 2.0) . Ilpax u pa3TBOpHTE] 33 HHKEKIHOHEH PA3TBOP.

Hozupane npu muvoice

° XUno2oHacomponet Xuno20Haou3 vm

1000-2000 IU IIpernun, 2-3 mbTH ceAMUYHO. AKO OCHOBHMAT tipoGeM e Gesmnoanero, Iperaun Moxe
Ja C€ NMPUJIOKH U JonbIHHTENHO ¢ PCX-cuanpkai npenapart (75 IU) exenneBHo Wi 2-3 MLTH B
ceaMuLara. JleueHneTo TpAOBa Aa NpOABIDKH MOHE 3 Mecena Mpedu Ja HaCTHIH [oA4ePTaH0 NofoOpeHue
B ciepMaToreHesara. CiaeJ ToBa JIEUEHUETO MOXE a MPOALIKH CaMo ¢ Ipuiarane Ha yXI.

IIo BpeMe Ha Jie9eHHETO TpsiOBa Na 6b/ie MpeyCcTaHOBEHA TECTOCTEPOH-3aMECTHTEIHATA TEPAIIHS, aKO €
IpUAaraHa TaKana.

. 3abasen nybepmem nopadu HeOOCMambyYHOCI HA XUROPUIHU 2O0HA0OMPONUHY
1500 IU 2-3 nbTH ceAMUYHO 32 TOHE 6 Mecena.

. Kpunmopxu3zem npu 1unca Ha anamomMusHa obcmpyrkyus

- non 2-roguiitHa Be3pact: 250 IU npa meTH ceAMHYHO 332 6 CEAMUIIN.

- BB3pacT 2-6 roaunu: 500-1000 IU aBa meTH ceAMHYHO 332 6 CEIMHUIIH.
- Hax 6-rogunan: 1500 [U aBa nbTH ceqMHUYHO 33 6 CegMULIH.

HauyuH Ha npHIOXKeHHe:
[Tomyyenuar cnen npubaBsHETO Ha pa3TBOpHUTENA KbM Npaxa Hperana pasTBop ce MHXKEKTHpa BUHATH
0aBHO, NOJKOXHO KM HHTPaMYCKYJIHO.

4.3 IlporHBONMOKA3aHHA

. CBPBXUYBCTBHTENIHOCT KbM YOBELIKHSA XOPHOHTOHAAOTPOIIMH HIIM KM HSIKOE OT MOMOLTHHTE
BEIIECTBA.
. Y cTaHOBEHH WJIH CYCNIEKTHH TYMOPH, 3aBUCHMH OT TTOJIOBHTE XOPMOHH, KaTO KapIMHOM Ha

SITYHMKA, MICYHATA JKJIe3a M MaTKaTa IpH KeHU ¥ KapUUHOM Ha TPOCTATA HIIM KapIHHOM Ha
MJIEHHATA XKJIe3a IIPH MbXa.

. Mangopmanuu Ha MOJIOBHTE OpPraHH, HECEBMECTHMH ¢ OGPEMEHHOCTTA
. OudbpoUIHHA TYMOPH Ha MaTKaTa, HECHBMECTHMH ¢ OpeMeHHOoCTTa
. XHNepTpopHs WiIH TYMOP Ha Xunodu3ara,

4.4 Chnenna/;iHu npexynpexIeHHs H IPeINA3HH MEPKH PH ynoTpeda

Hpu scenu:

° ChluecTBYBa MOBUIIEH PHUCK 34 BE3HUKBAHE HA MHOTOIMIIOAHA GPEMEHHOCT Ciien HHAYKIMA Ha
OByJNaLMATa ¢ TOHaJOTPOIIHHH.

. ['onAsMara yacT OT MALUEHTKHUTE, MOAJI0KEHH Ha ACHCTHPaHAa PeIpoAYKLUHM, 0COOEHO in vitro

peprunusauns (IVF), ca ¢ HapyllleHHe B CTPYKTYpaTa Ha MATOUHHTE TPLOH, [IOPASH KOETO CE
MpUEMa, Y€ PUCKBT OT Bh3HHKBAaHE Ha €KTONHMYHA OPEMEHHOCT € NMOBHIIeH. BakHO € HaBpeMeHHO
1a C€ MOTBBPIU C yATPa3ByK, 4e OpeMEHHOCTTA € BhTpEMAaToOYHa.

. HecroTaTa Ha CIOHTAHHHUTE abOPTH Cpel NAallMeHTKUTE, 3a0peMeHeNTH TI0 METO1a HA ACHCTHPAHATa
PENPOAYKIHA € MO-TOJIIMa, OTKOIKOTO TP OCTAHAJIATA YACT OT MONyalusaTAa.

. TpsbBa ce N3KIIOYU HATMYMETO Ha U3BBH-TOHAJHH €HOKPHHOMATHH (HADYLIEHHS BbB (PYHKLHATE
HA LMTOBHAHATA, HanObOpeuHaTa UK XUITOMH3HATS KIIe34).

. Yectorata Ha BpoAeHH ManOpMaLldK ClIE] lpUIarale Ha TEXHOJOTHH 34 aCUCTUPaHa

penpoaykuus (TAP) Moxe na e MaIko Mo-BHCOKA, OTKOJIKOTO Cliefl CIOHTAaHHH OpeMEHHOCTH.
(CMsATa ce, ye Ta3H JIEKO NOBUILEHa YECTOTA € CBbP3aHa € PA3IUKHTE B POJUTEICKUTE

XapaKTEPHCTUKH (HaMp. Bb3pacT Ha MaiKkara, XapaKTepHCTHKH Ha CIIeEpMaTa) U C MOBH
4e€CTOTA Ha MHOTOIIIOAHU OpeMeHHOoCTH caef mpunarade Ha TAP. HaMa uaaukaum




Organon Cranpapraa KXII Hperana 5000

RA 2400 OS S2 (REF 2.0)

_ [Ipax H pa3TBOPHTE] 38 HHKEKIHOHEH PA3TBOP.

MPUIIOKEHUETO HA TOHAJIOTPONUHH IO BpeMe Ha TAP e cBBp3aHO C MMOBUIIEH PUCK OT BPOACHH
MaIOpPMALIUH.

HexenaHa oBapHajiHa XUIIEpCTUMYRAaLUs - [IpH HallMeHTKH ¢ YCTAHOBEH MHQEPTHINTET B PE3YJITAT
Ha TMIICA Ha OBYIIANMA WIH HApYIIECHO 3peeHe Ha POMuKyauTe jJedeHuero ¢ DCX-crabpxall
npenapart MOXe J1a JOBEE 0 HEXKENlaHa OBApHAJIHA XHIIEPCTUMYIALMs. 3aToBa [IPeAH Ja 3allOYHE
JeueHHETo ¢ PCX M HA ONpEeAEIICHH UHTEPBAIM 110 BpeMe Ha JIEYEHHETO, TpAOBa Na ce mpaBu
YATPa3ByYKOB KOHTPOJ Ha ChCTOSHHETO Ha (ONUKYINTE B N3CICABAHE HA HABATA HA €CTPAIHONA.
B®3MOXHO € Aa ce yCTaHOBH OBbP30 NOBAIIABAHE Ha HUBATA HA eCTPAaH0JIA, HAIPHMEp 3a [1Ba Hix
TPH ITOCNIENOBATENIHY AHU T€ CE€ TTOBHIIABAT [I0BEYe OT ABYKPATHO BCEKH JEH B JOCTHUTAT JI0
U3KIFOUATETHO BUCOKH CTOMHOCTH. J{HAarHOCTHUHMPAHETO Ha HexkellaHa OBapHaTHA
XHIIEPCTHMY ALK MOXeE Jia ObJe NOAKPENeHO NOCPEACTROM YATPa3BYKOBO H3ceaBaHe. AKO
OBapHalHaTa XUNEPCTUMYNALUA HAUCTHHA € HeXellaHa (T.€. He € HACTBITNIIA B paMKHUTE Ha
noaroroBka 3a IVF/ET, uatpadanonues tpancdep Ha rametd (GIFT) MM HHTPALMTONIA3MEHO
HHXXEKTHpaHe Ha cnepMaTto3ou] (1CSI)), npunaradeTo Ha npenapar, csabpxkam ®CX, Tpabsa
BelHAra Ja ce NpeycTaHoBH. 3a0peMenaBaHeTo Tpadpa aa ce u3derne u npunaradeto Ha [Ipersun
Ja C€ OTMEHH, 3all0TO HPUIATaHETO Ha TOHAJOTPONMH ¢ AKTUBHOCT Ha JIYTCHHH3HpAIl] XOPMOH Ha
TO3H €Tall MOXKE Ja MHAYLHPA, B AONBJHEHHE KbM MHOXXECTBEHUTE OBYAAllMH, OBapHaJeH
XHIEepPCTUMYNallHOHEH CHHAPOM. ToBa npeaynpexaeHne ¢ 0codeHO BaXXHO 10 OTHOIIIEHHE Ha
NalHEeHTKH ¢ OBapHaNHa IOMMKHCTO3a. KUIMHUYHUTE CUMIITOMM Ha JIeKa OBapHaJIHA
XHUNIEPCTUMYIALUS BKJTFOYBAT raCTPOHHTECTHHAITHU CMYLIeHH (00JIKa, rajeHe, [uapug),
OOIE3HEHOCT HA IEPAUTE U JIEKO A0 YMEPEHO YBENUUESHHE Ha SHYHHUIINTE H OBAPHAIHHTE KHCTH.
BEB Bpb3ka CbC CHHAPOMAa Ha OBapHAIHA XHIIEPCTUMYIALUA ¢a OKNAABAHH [IPEX0JHH AaHOMAIHH
[MpH H3CJECABAHMS Ha YEPHOAPOOHATA PYHKIHS, NIOKA3BALUHK YePHOAPOOHA AMCHYHKIHSA, KOHTO
MOXe Ja ca IPUAPYKEHHN OT MOPPOIOTUUHN H3IMEHERHUS [TPH HePHOAPODOHA OHOMCHS.

Texbk CHHAPOM HA OBAPUATHA XUIIEPCTHMYJIALUA C OIIACHOCT 34 XHBOTA C€ cpellla MHOTO PSLIKO.
Toii ce xapakTepu3upa ¢ HATHYHE HA MOJIEMU OBAPHAJIHH KUCTH (CKIIOHHHM KBbM PYNITYPHpAHE),
HaJIM4YMe Ha acl|T, TOBHIIABAHE HA TETJIOTO, YECTO € YCTAHOBABA XMAPOTOPAKC H ITOHAKOra
CHUMIITOMH Ha TpOMOeMOOIHU3BM.

KeHU ¢ HalM4Ke Ha OOLoNpUeTH PUCKOBH GakTopH 3a TpoM003a, KaTo JIHYHA KK paMHIHA
aHAMHE3a, TEXKO 3aTabcTsBane (HMudexc na menecnama maca > 30 kg/m’) unu TpomGodunns,
MOJKe 1a UMAT NOBHILIECH PUCK OT PA3BUTHE HA BEHO3HH WM apTepHANHN TPOMOeMOONHYHN MPOSBH
10 BpeMe Ha JIe4YeHHETO ¢ roHanoTponuHHu. [Ipu Te3u xenu npeauMcrsara Ha IVF nporpamuTte
TpsiOBa 14 ce ChIIOCTABAT CIPSIMO BE3MOXKHUTE pHUCKkoBe. TpsbBa aa ce oTOENeKH, Ue U caMara
6pEeMEHHOCT Ce aCOIMHUPA ¢ IOBUINEH PHCK OT TPOMOEeMOOIIHSL.

[Iperunn He TpsOBa Ja ce H3MOA3BA 3a HAMANSBAHE HA TesecHOTO Terio. UXI[ He MoBiHsABa
MeTabonu3Ma ¥ pasfpele/ssHeTO Ha Ma3HHHATE, KAKTO M aleTHTA.

Hpu movauce:
JleuenneTo ¢ uXI MoOXe Aa JoBeAe 10 IOBHILEHA NPOAYKUXA Ha aHJPOrEHH, IIOpaau KOEeTo:

4.5

BzaumopeiicTeus Ha IIpernun ¢ Apyry JeKapcTBa He ca MpOoyYBaHH; CIEAOBATEIHO HE MOraz/ga
M3KJIOUEHH B3aUMOACHCTBUA ¢ OOMUYaHHO NpHIAraHy J1eKapCTBEHH NPOAYKTH.

ITlangeHTHTE ¢ NATEHTHA WK U3ABEHA ChpJACYHA HEAOCTATHYHOCT, OL0pevHa HeJOCTaTHYHOCT,
apTepHaIHA XUTNICPTOHUA, CMUJICIICUSA MIIH MUTPEHA (MM aHAMHE3a 3a NPeAHIIHH TaKhBa
OlliakBaHUA) TpAOBa na 6bAAT oA CTpOro HabmoAcHHE, THH KaTO B pe3ylTaT Ha NMOBHILIEHATA
AHJAPOre€HHA NMPOAYKIHA MOXKE Ja C€ MPOBOKUPA MOBTOPHA NIPOABA HA HAKOE OT T€3M ChCTOSHHE HIIH
aa ce 000CTpH, aKo € Beue MPOsIBEHO. |

3a Jla ce u3bderne NpexxAeBPEMEHHOTO HAaCThIIBaHe Ha mybepTeTa u 3aTBapsaHe Ha enuduznte, vXI
TpAOBa Ja ce pHujara MHOro BHUMATEHO MPH FOHOIOU. PegoBHO TpAOBa Oa ce IpocieasBa
CKEJIETHOTO PA3BHUTHE.

B33HMOI[EECTBHE C APYI'A ICKAPCTBCHH NIPOAYKTH H APYIH (IJO]JMH HA B3AHUMOACHCTB
1 ﬂf
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Cnen npunarate, [Ipersus Moxe aa OBAXWsSE HMYHOJIOTHYHOTO OMpeeisHe Ha CepyMHUS/YpHHapHUS
uXI™ no 10 auu cnen mpuiarase u aa aoseie 40 GanuBo [OJOKUTEICH PE3YITAT OT TECT 3a
OpEMEHHOCT.

4.6 bpeMeHHOCT H KbpMeEHe

[Iperaus MOXe Za ce mpuara 3a nojapbxkka Ha Jiyreasnsara ¢asa, Ho He Tps0OBa Ja ce mpuiara B
0-KbCEH €Tan oT OpemeHHocTTa. He TpsabBa Aa ce npunara no BpeMe Ha KbPMEHE.

4.7 EdexkTH BBpXYy criocobHOCTTA 32 ModpHupanHe B padoTa ¢ MANIHHH
Hsma manHH 3a NOBIMSABAHE HA aKTHBHOTO BHUMAHHE H KOHLICHTPAIUATA.

4.8 HexxennaHu JIeKAPCTBEHH peaKHHH

HapyureHus Ha UMYHHATa CHCTEMA
B penku ciy4aH MOXKe Ja C€ MOABAT MeHepau3upaH OOpHB HUIIH TpecKa.

Ob6u1M BapyiieHNs B ¢DeKTH Ha MACTOTO Ha MPHUIOKEHHE

ChIllecTBYBAT JaHHHU, e MpH YIIoTpeda Ha YPHHAPHH MOHAJOTPONMUHU MOXKE Ja Bb3HUKHAT TOKATHH
peakiyyd Ha MICTOTO Ha HHXKEKTHpaHE KaTo 00ka, 3auepBiaBaHe, OTOK, Chpbex M mocHHABaHe. [IoHgkora
ce cpo0IaBa H 3a BESHHKBaHE Ha allEpTHYHH PEaKIUH, NPOosABABAIIM ce ¢ Dolka U 00pHB Ha MACTOTO HA
HHXXEKTHPAHE.

Ilpu >icenu:

CHI0BH HAPVIIICHHUS]
B peaku ciyyan TpoMOeMO0nn3BM ce CBBp3Ba ¢ JeueHHe ¢ DCX/MXI, 0OUKHOBEHO CBBP3aH C OCTHP

CHH/IPOM Ha OBapHaliHa XMNEPCTHM YJIALHA.

PecriupaTopHH, IPbAHH ¥ MEIHACTHHAIIHN HADYIIIEHUS
XHAPOTOPAKC KATO YCJIOXKHEHHE HA OCTHP CHHAPOM Ha OBapHaJIHA XHIIEPCTHMYAIUA.

CToMAallIHO-YPEBHH HAPYILCHUS

Kopeman 60JIKH H CTOMAIIHO-YPEBHA CHMIITOMH KATO raficHe U JUapHs, CBbP3aHHU C IEK CHHIPOM Ha
OBapHAaIHA XHIIEPCTUMYNAIHAA. ACIHT KaTO YCIOKHEHHE Ha OCThP CHHAPOM Ha OBapHalHa
XHIIEPCTAM YJIAL U

Hapyinesus Ha Bb3NPOH3BOANTEIHATA CHCTEMA W IbPAATA
Hexemnana opapyaliHa XHIIEPCTHMYJAIINS, JIEK HIIH OCTEP CUHAPOM HA OBapHa/lHa XUIIEPCTUMYIAlHs (BX.

TOuKa 4.4).

boinka B obnacTra Ha rbpANTE, IEKO A0 YMEPEHO YIOoJEMABAHE HA SHYHHUIUTE H OBAPHAIHH KUCTH,
CBBD3aHH C JIeK CHHIPOM Ha OBapHallHa XUNEPCTUMYIauus. [ 0JleMH OBapHaIHU KUCTH (CKIOHHHU KBbM
pYNnTypa), OOHKHOBEHO CBBP3AaHM C OCTHP CHHAPOM Ha OBAapHANIHA XMIICPCTUMYIALIKA.

HUzcneapanus
IloBHIIABAHE HA TETJIOTO KaTO XapaKTEPUCTHKA HA OCTBD CHMHAPOM Ha OBapHaiHa XUIIECPCTHMYIIalns.

Hpu mvorce:

HapyiiieHusd Ha META00IM3MA ¥ XPAHEHETQ
[ToHskora npy NpHiaraHe Ha BUCOKM 03U OT npenapara ce Habustoasa 3aJphXKa Ha BOJa
CYHUTA Ce, Ye TOBA € pe3yJITar OT NOBUILIEHaTa IPOAYKIAS Ha aHAPOT€HH.
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HapyiueHus Ha BL3NPOU3BOANTEIHATA CUCTEMA U I'bpAAaTa
CrnopaauyHo MIPHJIAraHeTo Ha YX] MOXE Ja JOBEIE A0 Pa3BUTHE Ha THHEKOMACTHA.

4.9 Ilpexozupane

YCTaHOBEHO €, 4e OCTPATa TOKCHUYHOCT Ha FOHAOOTPOIIMHUTE € MHOTO HHCKa. Obaue MMa BEpPOATHOCT
IIPEKaIeHO BUCOKH o34 uXI' Aa noBenar 10 CHHAPOM Ha OBApHAaHA XUNIEpCTUMYJIAUs (BXK. TOUKa 4.4).

5. @GOAPMAKOJOI'NMYHU CBOMUCTBA

5.1 <PapMaKoITHHAMHYHH CBOHCTBA
dapMakoTepaneBTHUHA rpyna; roHagorponuun;, ATC xox: GO3G AQl.

[Tpernun cpabppxa 4XI', KOWTO MpuTexkaBa akTUBHOCT Ha JIX. JIX e He3zaMeHUM 32 HOPMAIHHUA pacTeX H
pa3BUTHE Ha MBbKa U )KEHATA, KAKTO U 3a CTEPONAHATA NPOAYKIMA HA IIOJIOBUTE KIIE3HU.

Ilpu srxcenume:

[Tpernuii ce mpujara Karo 3aMECTHTEN Ha JIMIICBAllMA B CPEAATa HAa IUKbJIA UK B CeKpelUaTa Ha JIX,
HeoOX01MM 3a MocieaHaTa Ppa3a Ha PONHKYNApHOTO 3peeHe, BOALIIO A0 OByaanus. [Ipersun ce npunara
M KaTo 3aMecTHTel Ha eHjoreHHus JIX mpes nyreannara ¢aza.

IHpu moviceme:
[Ipernun ce npunara 3a ctTuMyiaupaHe Ha JIaiiINrOBUTE KJIETKH 3a NPOAYKIHA HA TECTOCTEPOH.

5.2 @apMaKOKHHEeTHUYHH CBOHCTBA

[TpH MBbkKe MaKCHMAJTHUTE IJIA3MEHH HMBaA Ha YXI'ce JOCTHraT NpUOIU3UTENHO 6 yaca ciael eAHOKPaTHO
MHTPAMYCKYJIHO HJIH TIOAKOXKHO HIDKEKTHPAHE, a IIPH XXCHH clied okoo 20 daca. [Tpu pasnuuHuTe
HHIXBHAH OTrOBOPHT BApHPa, HO 3HAYMTEITHOTO Pa3JIMYMe B 3aBUCUMOCT OT 110J1a IIPH MHTPaMyCKYJIHO
MpUJIOKEHHE ce 00SACHSBA C MTOBUILICHOTO KOAUYECTBO IIyTEATHA MACTHA THKaH IIPH KEHHUTE B CPaBHCHHE
¢ mpxete. B 80 % uXI ce Mmetabonuzupa npeaumuo B Os0penure. [10 OTHOLIEHNE HA CTENEHTA Ha
abcopOLMs ¥ BpeMe Ha MOJTY>XMBOT OT 33 4aca, HHTPAMYCKYITHMST H MOAKOKHHAT MBT Ha HHXXCKTHPaHe
ca 6HoeKBHBANEHTHU. Bb3 OCHOBA Ha MPENIOPRYHTEIHHTE CXEMH HA JO3UpaHe U JaHHHUTE 32 BPEMETO Ha
[MONYKHBOT, HE C€ OYAKBAa XA HACTHIIM KYMYJIHpPaHE.

5.3 IIpeiKJHHHYHM JaHHH 32 6e300aCHOCT

Hsama gaduu.

6. DAPMAIIEBTHYHH JAHHHU

6.1 Chnucebk HA NOMOHNIHHTE BelIeCcTBa

AMIynara ¢ npax cpappxa:
MAHHUTOI,

AHHATPHEB XUAPOreHPochaT;
HaTpHeB AUXHaporeHpocdar;
KapMeJio3a HaTpHid.
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AMIIyJiaTa ¢ pa3TBOPUTENSA ChIBPKA:
HaTpHEB XJ0pUA (9 mg);
aectunnpana Boaa (1 mi).

6.2 HecbBMecTHMOCTH

[Ipensun numcara Ha Npoy4BaHUA 32 HECHBMECTAMOCTH, TO3H JIEKAPCTBEH NPOLYKT HE TPIOBa Ja ce
CMECBA C APYTH JEKAPCTBEHH NMPOIYKTH.

6.3 Cpox Ha roagHocT

3 TOOUHH

6.4 CpoeuuaJHH YCJI0BHA HA ChbXpPaHeHHe

Ha ce cbxpaHsiBa Ha ThbMHO IIpH TeMnepatypa o1 2°C g0 8°C.

6.5 laHHE 32 OMAKOBKATAa

Omnakoekara Ha [Ipernun 5000, kodaro e cTEKNICHA aMIyla, ChAbpXa Mpax, cboTBeTcTBan Ha 5000 TU
yXl.

Hannyhn ca onakosku, ceabpskaid 1, 3, 10 umn 50 ammyiu Hperann npax 3a WHXEKIHOHEH PA3TBOP H
CBOTBETHO 1, 3, 10 unm 50 aMIIyau pa3TBOPHTEN.

6.6 Hucrpykunu 3a ynorpebda

ITpax®T 3a HHXKEKLHOHEH PA3TBOP C€ pa3TBaps, KaTo ce NMpubaBH pa3TBOPHTEIIA.

Cnen orBapsiHe, aMnyliaTa He MOXe Aa ObAe 3aTBOpPEHA [OBEHE IO HAYWH, FapaHTHpalll 3a11a3BaHe Ha
CTEPHIIHOCTTA, ITOPagH KOETO ChABPXKAHUETO TPAOBA Ja c€ ynoTpeOH BeaHAara.

Hewnsnons3BaHuST TPOAYKT UM OTINAABYHATE MATEPHANH OT HErO TPAOBaA 1a Cce H3XBHPIAT B ChOTBETCTBHE
C MECTHUTE W3UCKBAHMA.

7. IIPUTEAXATEI HA PASPEHIEHHUETO 3A YIIOTPEBA

N.V. Organon, Kloosterstraat 6, 5349 AB Oss, Xomannus

8. HOMEP(A) HA PASPELHIEHHETO 3A YIIOTPEBA

PeructpanuoneH Ne 20011254

9. HAATA HA ITbPBO PA3PEHNIABAHE/IIOJHOBSABAHE HA PA3PEIIEHUETO 3A
YIIOTPEDBA

10. JATA HA AKTYAJIMIUPAHE HA TEKCTA

11/2009






