COOTBETCTEBYET IKCNEPTHOMY OTYETY
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OBLIAA XAPAKTEPUCTUKA JIEK

1. HAUMEHOBAHHUE JIEKAPCTBEHHOI'O ITIPEITAPATA
Mepuodepr, 75 ME @®CI'+75 ME JII', nuodunuzar i NPUrOTOBJICHUS pacTBOpa JUls
BHYTPUMBIILIEYHOTO U MOJKOKHOI'O BBEICHUS

Mepuodepr, 150 ME ®CI'+150 ME JII', nuoduiusar Juis NPUrOTOBICHUS pacTBOpa Juls
BHYTPUMBIILIEYHOTO U MOJKOKHOI'O BBEICHUS

2. KAYECTBEHHBIN U KOJIUYECTBEHHBI COCTAB

JleiicTBylo111€€ BEIECTBO: MEHOTPOIIMHBI.

Mepuodepr, 75 ME ®CI'+75 ME JII, nuodwunmsar Juid [PUTOTOBJIEHHUS DPacTBOpa Jlsd
BHYTPUMBIIIEYHOI'O U [IOJIKOKHOI'O BBEJICHUS

Kaxnapiii (rnakoH cOAEPKUT MEHOTPONMHBI (YEIOBEUECKUH MEHONay3albHbI T'OHAJ0TPONUH
BbICOKOOUnLIeHHbIH, uMI') — 75 ME domnukynoctumynupytomero ropmona (OCIY) + 75 ME
moTenHusupytouero ropmona (JII).

Mepuodepr, 150 ME ®CI'+150 ME JII', nuodwiusar [jsi NPUTOTOBJIEHUS pacTBOpa JUIA
BHYTPUMBIIIEYHOI'Q U IMOAKOKHOI'O BBEIEHUS

Kaxnapiii (rnakoH cOAEPKUT MEHOTPONMHBI (YEIOBEUECKUH MEHONay3albHbI T'OHAJ0TPONUH
BbICOKOOUHLIeHHbIH, YMI') — 150 ME domnukynoctumynupytomero ropmona (®CIY) + 150 ME
moTenHusupytouero ropmona (JII).

BcnomorarenbHbie BCIICCTBA, HAJIMYHUC KOTOPBIX HAA0 YUYHUTBIBATH B COCTABE JICKAPCTBCHHOI'O
npernapara: HaTpust Xaopua (cm. paszaen 4.4).

[Tonublii nepevyeHb BCIOMOTaTEIbHBIX BEIECTB IPUBE/ICH B pasjene 6.1.

3. JIEKAPCTBEHHAS ®OPMA

JIno¢punusar s NPUrOTOBIICHUS PACTBOPA Uil BHYTPUMBIILIEYHOTO U MOKOKHOI'O BBEICHHUS.
JInopunuzar: G6enast uiau noutu Oenast TMOGpUINZUPOBAHHAS MAcCa WK OPOLIOK.

PacTBopuTens: npo3paynas OecuBeTHast 5KUIKOCTb.

4. KIMHUYECKHUE JAHHBIE
4.1. Iloxka3aHusi K npMMEHEHHIO

IIpenapatr Mepuodept nokasan ist Ie4€HHsI B3POCIIbIX NALUEHTOB.

V KeHIuH

. aQHOBYJISILIMS (BKJIIOUAsi CUHHPOM MOTUKUCTO3HBIX sudHUKOB (CITKS) npu HeaddexTuBHOCTH
Tepanuu KIOMUPEHOM);

. KOHTPOJIMpYeMasi TMIIEPCTUMYJISILUS SIMUHUKOB C LEJIbI0 MHAYKIUU POCTa MHOKECTBEHHBIX
(GOJUIMKYJIOB IIPU MPOBEACHUU CIEIYIOIIMX BCIIOMOIraTelIbHbIX PENPOJYKTHUBHBIX TEXHOJIOTHUI
(BPT): akcrpakopnopanbHOe 011oa0TBopeHue ¢ nepenocom smopuona (IKO/I13), nepenoc ramer
B MaTouHy10 TpyOy (I'MDT) u nurpanuromiazmaruueckas uubekuus cnepmsl (MKCH).
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Y MyKuuH

. CTUMYJIALUA CricpMaTorcHesa IpH a300CICpMHHU U1 OJIMI0AaCTCHOCIICPMHUH,
06yCJIOBJ'lCHHbIMPI MNEPBUYHBIM HJIK BTOPUYHBIM THIIOTOHAJOTPOIHBIM T'HIIOTOHAJU3MOM (B
coueTaHuu ¢ npenaparamu uXI').

4.2  PexuM 103UPOBAHHSA H CIIOCOD IPHMEHEHHS

Jleuenue npenapatoM MepuodepT clieayeT NpOBOIUTh TOJIBKO O] KOHTPOJIEM Bpaya, UMEIOIIEro
COOTBETCTBYHOIYHO CIICHUAIU3ALUIO U OIBIT JICUCHUSA 6CCHJIOI[PIH.

PexxuM 103upoBaHus

Jlo3a npenapata, onucaHHasi HUXKE, SBJISETCS OJIMHAKOBOM KakK IS MOJKOXKHOTO (I/K), TaK ¥ JUIs
BHYTPHUMBIILIEYHOTO (B/M) criocoba BBEACHHS. Y CTAHOBIICHO, YTO SIMYHUKU HEOIMHAKOBO PEarupyor
Ha BBEJICHUE rOHA0TPONUHOB. [10 3TOM npuyrHe HEBO3MOXKHO pa3padoTaTh YHUBEPCATLHYIO CXEMY
Jno3upoBanus. Jlo3a 10iKHA 1oAOUpaThCS MHAMBUYAIBHO B 3aBUCUMOCTH OT PEAKLUH SIMYHUKOB.
[Ipenapar Mepuodept NpuMEHSIOT B BUJ€ MOHOTEpPANUU UJIM B KOMOHMHALIMU C arOHUCTAMH WJIU
aQHTAroHUCTaMu  roHajgorponuH-puwinsunr-ropmona  (I'uPI’).  Pexkomennyembie 1036l H
HPOJO/DKUTEILHOCTL TEPANUU 3aBUCAT OT IIPUMEHSIEMON CXEMBI JICUCHUSI.

V orcenwyun

Anoeynauus (exnrouas CIIKA)

Llenbio nedenus npenapatoM Mepuodept sBAsSETCS pa3BUTUE OJHOrO 3pesoro (oJUMKylia, u3
KOTOPOTIO IOCJI€ BBEACHUS MPENnaparoB XOPUOHUUECKOro roHajorponuHa yenoseka (uXI') Boriger
OOLUT.

Jleuenue oObIYHO HAYMHAIOT B NEPBBIE 7 JHEN MEHCTPYaJIbHOro LHMKIAa. PekoMenayemas HayallbHast
no3a mnpenapata Mepuodeptr cocraBiser 75-150 ME B cyrkm B TeueHHEe HE MEHee
7 nHeil. JlanpHEHIIyl0 CXeMy JIeUEHHUs] MOAOMPAIOT IOCIE€ MOHMTOPMHra OTBETA SIMYHMKOB Ha
IPOBOAMMYIO TEpanUI0 Ha OCHOBAHMM PE3YyJIbTaTOB YJIbTPa3BykoBoro uccienoBanus (Y3U) B
COUYETAHMH C OIPEICTICHUEM KOHLIEHTPALIMK ICTPaJHoa B 1uasme Kposu. [Ipu orcyrcTBum peakunu
SUYHUKOB J103a yBenuuuaercs Ha 37,5 ME (oaHo BBeaenue) He yaie | pasa B HEZENO, Kaxa0e
NOCIEAYIOLIEE MOBBIIIEHHE HE JOJKHO mnpesblath 75 ME. MakcumanpHas cyTouHas 1o3a He
nomkHa npesbimate 225 ME. Eciu  tepaneBTHYecKMil OTBET HE JOCTMTHYT B TEYEHHE
4 "enenb, clelyeT NPEKPATUTD JICUCHUE U HAuaTh HOBBIM LIMKII ¢ 00Jiee BBICOKUX HAYAJIbHBIX J03.
ITpu nocTuxkeHuH aAeKBaTHOrO OTBETA SIMUHUKOB HA CIIEIYIOLIMHI JEHb [10C/IE€ NOCIEAHEH HHBEKIIUN
npenapara Mepuodepr oanokpatHo BBoaAT 5000-10000 ME uXI' mns MHAYKUMH OBYJISILMH.
[TarmenTke peKOMEH1yeTCs UMETh MOJIOBLIE KOHTAKTHI B IeHb BBeAeHus uXI' u Ha cneayiomuil 1eHb
nocie BBeJAeHUS. B kauecTBe alnbTepHATUBHOIO METO/Aa BO3MOKHO NPOBEACHUE BHYTPHUMATOYHON
uHcemMuHauuu. [lanmenTka 10/KHA HAXOAMTHLCS I10J MOCTOSHHBIM HAOIIOJCHUEM B TEUYECHHUE HE
meHee 2 Hezens nocie BeaeHus uXI'. [Ipu upe3mepHoii peakuiuy SMYHUKOB Ha BBEJICHUE IIpenapara
Mepuodept kypc Tepanuu HEOOXOIUMO NPEKPATUTh U OTKazarbes OT BBeaeHus uXI'. [Manuentke
PEKOMEHIyEeTCsl UCIIOJIb30BaTh OapbepHbIe METO/1bl KOHTPALCIIIUY WIH BO3/EpPKAHUE OT IOJOBbIX
KOHTAKTOB /10 HACTYIJICHUSI MEHCTPYyalUH.

Koumpoaupvemas cunepcmumyasyus  AUYHUKOS € UEAbIO UHOVKUUU DPOCMA _MHOICCCHECHHBIX
dorukyioe npu npogeoernuu BPT

CornacHO MPOTOKOJY ¢ npuMeHeHueM aroHuctoB ['HPI' B cooTBeTCcTBUHM ¢ NMPUHIMIIOM 0OpaTHOM
CBSI3M Tepanuio rnpenapatom MepuodepT ciaeayer HazHayaTb NMPUMEPHO Yepe3 2 HeAeNH MNocie
Havana BBeAeHUs aroHuctoB [HPI. B mnpotokosne cTumMynsiuuu OBYISIIMM C [PUMEHEHUEM
antaronucroB ['HPI' BBenenue npenapata Mepuodepr cieayer HaumHath Ha 2 wid 3 J€Hb
MEHCTpYyallbHOro 1uKiIa. PekomeHnjayemas HawanbHasi CyTouyHas jo03a npernapara Mepuodepr
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cocraBisieT 150-225 ME B TeueHue He MeHee S5 MepBbIX ﬁﬂ%zﬁa@%ﬁ&“hﬁﬁ@é%k %Qgﬁil

JIeYECHUs NOAOMPAIOT IIOCJIE€ MOHUTOPUHIA OTBETa SHUYHUKOB Ha IPOBOJUMYIO TEpalnuio Ha
OCHOBaHUM pe3yibTaToB Y3 B coueTtaHuu ¢ onpeaeseHueM KOHLEHTPALUMU dCTPanoIia B IIazMe
KpoBH. PekomeHnjyemasi moBblliaroiias jo3a He AojpkHa npesbimath 150 ME. MakcumanbHas
cyrouHas jo3a npenapara Mepuodepr He jgomkHa npeeimate 450 ME.  OOwas
NPOAOKUTEILHOCTD TEPANIUU HE JI0JKHA NpeBbiaTh 20 AHEH.

[Ipyn pocTukKeHUH ONTHUMAIBHOW peaKUUH SIMYHUKOB IOCJIE IOCJIEJIHEH MHBEKIUU Ipernapara
Mepuodept naznavaercs oana unbekius uXI' B goze 10000 ME a1 mHAyKIIMH OKOHYATEJILHOTO
co3peBaHuss (OJUIMKYJIOB M HMHJIYKUMM BbIXoga oouuta. [lanmeHTka M0JKHA HAXOAUTHCA IOJ]
MOCTOSIHHBIM HA0JII0JICHHEM B T€YEHUE HE MeHee 2 Heaenb rnocie BeaeHus uXI'. [Ipu upesmepHoit
peaxkiuy SMYHUKOB Ha BBeAEeHHE rpenapara MepuodepT Kypce Tepanuu HeoOX0AUMO NPEKPATUTL U
otkazatbcsi OT BBeAeHus: uXI. IlanmenTke pexomMeHayeTCs MCHOIb30BaTh OapbepHbIE METObI
KOHTPAUENLUU WK BO3JAEPIKAHUE OT MOJIOBLIX KOHTAKTOB /10 HACTYIUICHUSI MEHCTPYaLUU.

Y myorcuun

VY MyX4MH AJI1 CTUMYJISILIMM CHEPMATOre€He3a MpU IMIIOrOHA0TPOITHOM IMIIOOHAAU3ME Ipenapar
Mepuodept pekomenayercs npumensts B o3¢ ot 75 ME no 150 ME 3 pasa B Henento Bmecte ¢
unbekuusamu uXI' B 1o3e 1500 ME 3 pa3za B Henento, eciiv npeIecTBYoas Tepanus rnpernaparamu
yXI" (BBemenue 1500-5000 ME uXI' 3 paza B Hemenw) Ha  MOPOTSIKEHUU
4-6 mecs1eB NpUBEIa K HOPMaIU3alui KOHLIEHTPALIMK TECTOCTEPOHA B IU1a3me KpoBu. Jleuenue no
ITOH CXEME CIIeAyeT NPOAOJKATh HE MeHee 4 MecsueB [0 yiayulleHus crnepmaroreHesa. [Ipu
OTCYTCTBUM TOJIOKUTENILHOTO ApdeKTa B TEYEHUE ITOr0 BPEMEHU KOMOMHMpOBAHHAsi TEparus
MOKET OBbITb MNPOJO/DKEHA /0 MOJIYYEHHS IOJIOKUTENBHOrO pesyiabTara Tepanuu. CoriacHo
UCCIICOBAHUSAM Ul YJIYUIICHUs CHEPMATOreHEe3a MOXKET NMOHAaJ00uThes HEe MeHee 18 mecsien
JICUCHUSI.

Oco0ble rpyImnbl NalueHTOB

Iayuenmul ¢ Hapywienuem QyHKyuu novex

KiuHnveckue uccneioBanys y NaueHToB ¢ HapylleHHeM (PYHKIMU MOYEeK HE IPOBOIMIINCE.

Iayuenmul ¢ napywienuem @QyHKyuu nevenu

Kinununueckue nccneioBanus y NalMeHTOB ¢ HapyLIeHHeM (QYHKIUH [1€YEHU HE TPOBOAUINCE.
eTH

IToxa3zanus k npuMeHeHuIO npenapata Mepuodepr y aerell U noJApoCTKOB B Bo3pacre a0 18 ner
OTCYTCTBYIOT.

Cnoco0 npumeHeHus

[Tpenapar Mepuodept BBOAUTCS B/M WM II/K MOCJE PAaCTBOPEHUs JHOPUIM3ATa BO BXOJSIIEM B
KOMILJIEKT paCTBOPUTEIIE.

PexoMenaanuu no npuroToBIECHUIO pacTBOpa U 00LIME yKa3aHUs IPUBEACHBI B pasjene 6.6.

4.3. IIporuBomokazanus

. TUNEpPUYyBCTBUTCIIBHOCTE K MCHOTPOIIMHAM HIJIH K JI}O60My N3 BCIIOMOIaTCJIbHBIX BCIICCTB
npernapara 1 KOMIOHEHTaM pacTBOPUTEIS, IEPEUUCICHHBIX B pa3zene 6.1;

. OIyXO0JU runou3a ¥ rurnoTanamyca;

. BO3pact 10 18 ner;

. HapylleHue QyHKIUH IEYECHH WIIN TIOYEK.
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VY JKeHUUH:

. paK SIMYHUKOB, MAaTKU WJIM MOJIOYHOH JKEJIE3bI;

. OepeMEHHOCTD U MEPUO/I IPYIHOIO BCKAPMIIUBAHMS;

. BarMHaJbHOE KPOBOTEUEHHUE HEACHOM ITHOJIOTUH;

. HAJIMYME KUCT UM YBEIHYEHHUE pa3Mepa IMYHUKOB, He cBsizaHHbIX ¢ CIIKS;
. HEepBUYHAs HEJOCTATOYHOCTb (DYHKIUH SUYHUKOB;

. aAHOMAJIMM Pa3BUTHUS MOJIOBBIX OPraHOB, HECOBMECTHUMBIE ¢ OEPEMEHHOCTHIO;
. MHOMa MaTKH, HECOBMECTUMAs ¢ OEPEMEHHOCTBIO.

Y MyK4MH:

. pax MpeAcTaTe/IbHOMN XKele3bl;

. OIyXO0JIb SIMYEK.

4.4. Oco0ble ykazaHusi H Mepbl IPe0CTOPOKHOCTH IPH NPHMEHEeHHH

Crnenyer co0:110/1aTh OCTOPOIKHOCTH IPU IPUMEHEHUH IIperapara y JKEHIIUH [IPH HalTu4uH (aKTopoB
pucka pa3BuUTUS  TPOMOOIMOONMYECKUX  OCJIOKHEHUN (MHAMBUAYyaJIbHAs WJIM CeMEHHas
IPEIPACIONIOKEHHOCTh, OXKHPEHHE ¢ MHAeKkcoM Macchl Tena (MMT) > 30 kr/m%, Tpom6Godums);
3a00neBaHusl MATOYHBIX TPYO B aHAMHE3E.

[Tpenapar Mepuodept 001a1aeT BEIPAKEHHONH FOHAJAOTPOITHONW aKTUBHOCTBIO, B CBSI3H C Ye€M NpPHU
NPUMEHEHUHU IIpernapara MOTryT pa3BUBaThCs HexenatenbHble peakuuu (HP) pasnoii crenenu
TsoKkecTd. JleyeHue 10/KHO TPOBOAUTHCS 1101 HAOIIOACHUEM Bpaya, UMEIOIIErO OIbIT AHArHOCTUKH
U jedyeHus oecruioaus!

[IlpumeHeHne roHaJOTPONUHOB TpeOyeT MNPUCYTCTBUS KBAIU(PUIMPOBAHHOTO MEIUIIMHCKOIO
nepcoHaja, a TaKKe COOTBETCTBYyIolero obopynosanus. [lepen HazHaueHwem mnpenapara
Mepuodepr u B mnpouecce JIeYEHHsS CEAyeT KOHTPOJIMPOBAThH cOcTosiHuEe suuHUKOB (Y3U un
KOHIIEHTpaLus 9CTpaanoIa B asme kposu). Heobxoaumo npumensTs npenapat B Haudosee HU3Kon
3 PeKTUBHOM J103€, OTBEYAIOLIEH LIEIISM JICUCHHSL.

HepBaﬂ HHBCKIUA IMpenapara AJ0JKHA BBIITOJHATHCA 1O HEMOCPEACTBCHHBIM Ha6JI}OIlCHPICM Bpaya.

JKeHIIMHBI

Ilepen nauanom npumeHeHus npenapata MepuodepT peKOMEHIYeTCs NPOBEACHHE IUArHOCTHKU
OpuUYMH OeCIuIoNusl KaK y JKEHILIMHBI, TaK U Yy €€ IapTHepa, a TaKkKe YCTAHOBUTH BO3MOJKHbBIC
NpoTUBOINOKa3aHus K OepemenHoctu. Ilepen HawasioMm JieyeHuss HEOOXOJUMO IPOBECTU
06CJ'ICI[OBaHPIC KCHILMH Ha HaJIN4YHuEC TAInoTHUpEeO3a, HEJOCTATOYHOCTH HaAIIOYCYHHUKOB,
TUNEPNPOIAKTUHEMHUH, OIYXOJU THUIOTalnaMo-Tunopu3apHoi o01acTy U Npu HEOOXOAUMOCTH
IPOBECTH COOTBETCTBYIOLEE JICYCHHE.

[TpoBeeHre KOHTPOIUPYEMON CTUMYJISILIUU POCTA (DOJTMKYJIOB, BHE 3aBUCUMOCTH OT MOKAa3aHUs K
IPUMEHEHUIO Yy JKCHIUMH, MOXET IPUBECTH K YBEJIMYCHHUIO SMYHUKOB C pa3BUTHEM HX
TMIEPCTUMYJISILUH.

[Ipu coOmoaeHun pexkuma JO3UPOBaHUS M crocoda BBEIACHUS IIpernapara B COYETAHUM C
MOHUTOPUHIOM TMPOBOJUMON TEparnud BO3MONKHO MHUHUMM3UPOBATH PHUCK BO3HUKHOBEHUS
BBIIICYKA3aHHbIX PEAKLIHi.

Ouenka pa3Butus (HOJUIMKYIIA JODKHA IIPOBOAUTECS BPa4OM, UMEIOIIUM COOTBETCTBYIOIHI OIBIT.
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Cunopom cunepcmumyaayuu AUYHUKOG

Cungpom runepctumyisinuud ssudHUKOB (CI'SI) — cuHAPOM, OTIMYHBIA OT HEOCIOKHEHHOTO
YBEJIMUYEHUS SMUHUKOB, NTPOSBIEHUS KOTOPOT'O 3aBUCAT OT CTeNeHH TskecTu. OH BKIIOYAeT B ce0s
3HAYUTENIbHOE YBEJIMUEHHUE SIMYHUKOB, BBICOKYIO KOHLIEHTPALMIO ICTPOr€HOB B IUIa3ME KPOBH, a
TAK)KE YBEIMYECHHUE NMPOHULAEMOCTH COCYJIOB, YTO MOJKET NPUBECTH K HAKOIUJICHHIO JKUIKOCTU B
OpIOLIHOM, IIEBPATILHON U, peXKe, NepUKap1HanbHON MOJOCTH.

B msokensix ciywasix CI'SI BO3MOMKHBI CleaylOnMe CUMITOMBL: 0O0JIb B KUBOTE, B3YTHUE JKUBOTA,
3HAYUTEIILHOE YBEINYEHUE SMYHUKOB, YBEJTMYEHUE MACCHI TeJ1a, OJBIIIKA, OJIUTYPHUS U CUMIITOMBI CO
CTOPOHBI JKEJyJOYHO-KUILIEYHOT'0 TPAKTA, BKJIKOYAs TOLIHOTY, PBOTY U auapero. [Ipu kimnHuueckom
oOcneoBaHUM  BO3MOJKHO  BBISIBIICHUE THIIOBOJIEMHH, T€MOKOHLIEHTPALUU, HJIEKTPOJIUTHBIX
HApYILIEHUN, aCLUUTa, TEeMONEPUTOHEYMA, IKCCYJAATUBHOTO IUIEBPUTA, THIPOTOPAKCA, OCTPOIo
pPECIUPATOPHOrO AUCTPECC-CUHAPOMA U TPOMOOIMOOIUYECKUX OCIIOKHEHUH.

YpesmepHas peakuus SIMYHUKOB HA BBECHUE FOHAI0TPOIMHOB PEJIKO MPUBOIUT K pazutuio CI'S,
eciu He BBojuTcs 4XI' ¢ nenbro crumynsauuu oByssinuu. [loaromy B ciyudae runepcTuMyssiquu
SAUYHUKOB HE cieayeT BBOAMTH uXI', a MAalMEHTKy cClelyeT MNpeAynpeauTb O HEOOXOIUMOCTH
BO3/IEP)KUBATHCS OT MOJOBBIX KOHTAKTOB HUJIU UCIOJIb30BaTh OAPbEePHBIE METO/ bl KOHTPALEIILIUU HE
menee 4 aueit. CI'SI moxer ObicTpo nmporpeccupoBarth (B TeueHUE OT 24 4 10 HECKOJIbKUX JHEH),
CTaHOBSICbh CEPLE3HBIM ATPOTECHHBIM OCIOKHEHHEM, [I09TOMY HEOOXO0JMMO TLIATENIbHOE HA0JII01eHHE
3a MalMUEeHTKaMU, 110 KpaiHell Mepe, B TeUeHue He MeHee 2-X Hezelb rnocie BeeaeHus uXI'.

Cobmonenne peKoMeH0BaHHbBIX /103 npenapara Mepuodepr, pekuma BBEJACHHS M TILATEIbHBIH
KOHTPOJIb TEpalMM MOXKET CBECTH K MHHHUMYMY CIIy4al TUIEPCTUMYISLUU SIMUYHUKOB U
MHOrom10/1Ho# 6epemennoctu. [Ipu nposenenuu BPT acniupauus conepxumoro Bcex GpoumKyioB
J10 HACTYTUICHUS OBYJISILIMM MOXKET CHU3UTH pUcK pazButus CIS1.

CT'S1 moxer ObITh OoJee TSKENBIM M 3aTSDKHBIM IpU pasButuu O6epemennoctu. Yame Bcero CI'S
pa3sBUBAETCS 110CJIE NPEKPALICHHS JEUEHUsI TOHAJOTPONMHAMU M JOCTUIAeT MAKCUMYMa TSKECTH
yepe3 7-10 auei nocne okonvyanus neyeHus. OOpiuHo CI'Sl mpoxoauT COHTAHHO MOCHE Hayvana
MEHCTpYyalHH.

[Tpu pasButuu CI'Sl Tsxkenol creneHu JeUeHUE IMPEKPALAOT, MALUEHTKY IOCHUTAIU3UPYIOT U
HAYUHAIOT Criequ(pUIECcKyIO Teparnuio.

Passurue CI'Sl 6onee xapaxkrepHo juist nauuentok ¢ CITKS.
Mmnozonnoonas 6epemennocmo

[Ipuy MHOromnogHoi OEPEMEHHOCTH OTMEYAETCS IOBBILIEHHBIH PUCK HEOJIArONpUsATHBIX
MATEPUHCKUX U NIEPUHATAIBHBIX UCXO/10B.

[Ipy npuMeHeHUM MEHOTPONMHOB MHOTOIUIOAHAs OEPEMEHHOCTh Pa3BUBACTCS Yalle, YeM IpU
€CTeCTBEHHOM 3auatud. Otmevaercss HauOosee BBICOKAs YacTtoTa poKAeHUs BoWHU. Jlis
YMEHBILIEHUSI PHUCKA MHOTOIUIOAHONW OEpEMEHHOCTH PEKOMEHAYETCSl TLIATEIbHbII MOHHUTOPHHT
OTBCTA AUYHUKOB HAa CTUMYIJIALIUIO.

B cnyuae nposenenust BPT BeposiTHOCTh BO3HUKHOBEHUSI MHOTOILJIOTHON O€PEMEHHOCTH 3aBUCUT OT
YKCJIa BBEJACHHBIX YMOPUOHOB, UX KA4eCTBA U BO3PACTA MALIUEHTKHU.

[TanuenTtka g0mAkHA OBITH NPEAYNPEKACHA O MOTEHIUATBHOM PUCKE MHOTOILIOIHON OEpEeMEHHOCTH
J0 Ha4ajia JICHCHUs 6CC1'[J'IOJ_II/I$L

Ocnooicrhenus bepemeHHocmu

Yacrora camMonpousBOJIbHBIX a0OPTOB M MPEXKAECBPEMEHHBIX POJAOB MpU OEPEeMEHHOCTH,
HACTYIUBLIEH 110ce aeueHus npenapatoM Mepuodepr, Bblllie, 4eM Y 3710pOBOH JKEHIIHHBI.
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Dxmonuyveckas bepemeHHOCmb

VY nauueHTok ¢ 3a00JIeBaHUSIMU MAaTOYHBIX TPYO B aHAMHE3€, KaK IIPU €CTECTBEHHOM 3a4aTHH, TaK U
IpU JICYEHUU OECIUIOAMs, UMEETCSl BHICOKHI PUCK BO3HMKHOBEHHS IKTOIHMUYECKON OepeMEeHHOCTH.
PacripoctpanenHocts  BHematoyHoi — OepemenHoctu  mocie  DKO  cocraBaser ot
2 110 5% o cpaBuenuto ¢ 1 10 1,5% B o01wiei nomynsuuu.

Hoesoobpazoeanus opeanos penpooykmueHou cucmemol

Wmerorcss cooluieHust 0 HOBOOOPA30BAHMSIX SIMUHUKOB M JPYrMX OPraHOB PEnpoayKTUBHON
CUCTEMBI, KaK J00pOKAYECTBEHHBIX, TaK M 3JO0KAYECTBEHHBIX, Y JKCHIIHUH, HEOIHOKPATHO
MOJIYYaBIIMX TMpernaparsl Juist JjiedeHus Oecruionus. B Hacrosiee BpeMss HE YCTAHOBJICHO,
YBEJIMYUBACT JIM JICYCHHUE T'OHAJOTPOIMHAMU HCXOIAHBIH PUCK ITHUX OIYXOJEH Yy IKEHIIUH C
OecruioaueM.

Bpooicoennvle nopoku pazeumus

PacripocTpaHeHHOCTb BpOXKIEHHBIX ITOPOKOB Pa3BUTHUS IUI0AA NpH ucnosb3oBanuu BPT neckonbko
BBILIIE, 4YE€M TMPU ECTECTBEHHOM 3a4yaTuu. CUMTAETCs, YTO OTO MOXKET OBbITh CBS3aHO C
MHMBHU1yaJIbHBIMH OCOOEHHOCTSAMHU pPOAUTENEH (BO3PACTOM MAaTEPH, XapaKTEPUCTUKAMU CIIEPMbI) U
MHOTOIUIO/IHON OEPEMEHHOCTBIO.

Tpombosmbonuueckue ocrodcHeHus

JKenuune! ¢ u3BeCTHBIMU (PAKTOPAMHU PUCKA PAZBUTHUS TPOMOOIMOOINYECKUX OCIOKHEHUH, TAKUMU
KaK VH/IUBH/lyalIbHAs WIH cemelHas IPEIPacOOKEHHOCTD, OJKHPEHHE
(UMT > 30 xr/m?) unum TpoMOGOQMIMSA, MOTYT HMETh MOBBILIEHHBI PUCK BEHO3HBIX WM
apTepHalbHbIX  TPOMOOIMOOJIMYECKUX  OCIOKHEHUH BO  BpeMsl WIM  IOCIE  JICUEHUS
rOHAZ0TpoNMHaMU. B Takux ciydasx Mojib3a UX INPUMEHEHHS JOJKHA OBITH CONOCTaBICHA C
BO3MOKHBIM pUCKOM. ClielyeT y4dMThIBaTb, YTO caMa OEPEMEHHOCTb TAKKE IOBBIIIAET PHCK
pa3BUTHS TPOMOOIMOOITUUECKUX OCIOKHEHHIA.

My>KUnHbI

[Tpumenenue npenapara Mepuodept y mykuuH ¢ Boicokoi koHueHTpauueir @CI™ neapdextuHoO.
Jns OLICHKH 3¢ eKTUBHOCTH JICYECHUS IIPOBOJSAT aHanus CIIEPMBI yepes
4—6 Mecs1IeB NOCIIe Havyala JICYEHUsI.

BcromorarenbHble BelllecTBa

[Tpennapatr Mepuodept couepxkut menee | mmonb Hatpusi (23 Mr) Ha J03y, 4YTO IO3BOJISIET
pacleHUBAaTh NpenapaT Kak NpakKTHYECKU HE COAEP/KALLUNA HATPHS.

4.5 B3saumojeiicTBHe ¢ JPYIHMH JICKAPCTBEHHBLIMH IpenaparaMH M Jpyrue BH/bI
B3aUMO/1efiCTBHA

WccnenoBanue J1eKapCTBEHHBIX B3aUMOACHCTBUI npenapara Mepuodepr HE TPOBOAMUIOCH.
O/1HOBpEeMEHHOE PUMEHEHHE MEHOTPOIIMHOB € KIIOMU(EHOM MOKET YCUIUTh CTUMYJISILIMIO POCTA
(G OJUIHKYIIOB, HECMOTPSI HAa OTCYTCTBHE KJIMHMYECKHUX JAHHBIX O COBMECTHOM INPUMEHEHHH ITHUX
npenaparoB. CoBmecTHOe npumeHenue ¢ aronuctamu ['HPI™ moxer norpedoBare yBenuueHus 103bl
MEHOTPOIIHHOB /ISl JOCTUKEHUSI ONTUMAJIBHOM pEeaKkLUU SUYHHKOB.

4.6 @epTHIBLHOCTD, 0ePeMEeHHOCTD H JIAKTALHSA

[Ipumenenue npenapatra MepuodepT NpOTHBONOKA3aHO BO BpeMsi OEPEMEHHOCTH U B IEPUOJ
IPYAHOIO BCKapMJIMBAHUSI.
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MeXaHH3MaMHU
WccnenoBanust BIMSHUS MEHOTPOITMHOB HA CIOCOOHOCTD YIPABJISITH TPAHCIIOPTHBIMU CPEACTBAMU U
MEXaHU3MaMU HE NPOBOAWIMCHL. ManoBepositTHo, uro mnpenapar Mepuodepr okasbiBaeT
OTPULIATEILHOE BO3JEHCTBUE HA CIIOCOOHOCTH YIPABISATH TPAHCIIOPTHBIMU CPECTBAMU U JIPYTUMHU
MEXaHU3MaMHU.

4.8 Hexenare/ibHble peakuuu

Pesrome npoduiist 6e30nacHOCTH

HaubGonee cepbe3ubimu 1 yactbiMu HP, BbIsiBiIeHHBIMU npU nipuMeHeHuy npenapara Mepuodepr B
KJIMHUYECKUX UCCIIEIOBAHUAX ¢ 4acToTo 10 5%, Obuin CIS1, 606 B KHMBOTE, rOJIOBHAS 00D,

B3/lyTHE KUBOTA U OOJIb B MECTE UHBEKIUH.
TabnnuHoe pe3roMe HeKenarelIbHbIX DeaKIUi

Yacrora HP: wacro (= 1/100 no <1/10), meuacro (= 1/1000 mo <1/100), peaxo (= 1/10000 mo
<1/1000), wacrora Heu3BecTHa (B HacCTOsllee BpeMsl JaHHbIE O pacrnpocrpaneHHocty HP
OTCYTCTBYIOT, 3apPETrUCTPUPOBAHBI B IEPUO/] OCTPErUCTPALIMOHHOIO IPUMEHEHHUS IIperapara).

CucTeMHO-OpraHHblil Kjace Yacrora Hexenare/ibHasi peakuust

Hapywenuss co  cmoponwvl | OueHb peaKo CucTtemMHbIe a/UIEPrUuecKUe peakluu, Takue

UMMYHHOU CUCTEeMbl KaK [MOKPAaCHEHUE KOXKU U KOXKHAs Chlllb, OTEK
KBunke

Hapywenuss co cmoponwvl | OueHb 4acTo I'onoBHas 001b

HEPBHOUL CUCTEMDbI

Hapywenuss co  cmoponwvl | OueHb peaKo TpombosMOOnUs

cocy0oe

Kenyoouno-kuweunvie Yacto ["'acTpOMHTECTUHAIBHBIN CHHJIPOM, BKIIIOUast
HapyweHus TOILLIHOTY, PBOTY, JAMAPECIO, KULIEUHYIO KOJIHUKY

U B3AYTUEC KUBOTA, 00J1b B )KMBOTE

Hapywenuss co cmoponwl | Yacto AxHe (y My>K4uH)
KOJCU U NOOKONCHBIX MKAHell

Hapywenuss co  cmoponwvt | O4eHb 4acTo VBenuueHue SUYHUKOB U OOpa30BaHUE KUCT
PEnpoOYKMUEHOU Ccucmemsl u SUYHUKA
MOTOYHbIX Jicenes

Yacto CUHIpPOM  TUNEPCTUMYJSILUMU  SIMYHUKOB,
TMHEKOMACTHUs (Y MY>K4HH)

Penko [lepekpyT ssnunnka
Obwue napywenus u peakyuu | O4eHb 4aCTO bob, MHOKPacCHEHHUE, KPOBOITOATEKH,
6 Mecme 68e0eHUs NPUIYXJIOCTh W/WIKM Pa3Ipa)keHUE B MECTe
UHDBEKIUH
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Co00111eHHE 0 [T0I03PEBAEMBIX HEKEIATEIbHBIX PEAKIIUIX

Baxno coobmars © 10J03pEBacMbIX HEXKEIATENbHBIX PpEaKUUsAX I0CNIe  PErucTpanuu
JICKApPCTBEHHOT'O Ipernapara ¢ LEIbl0 00eCneueHus: HENpPepbIBHOIO MOHUTOPUHIA COOTHOLICHUS
«110/1b3a — PHUCK» JIEKAPCTBEHHOro mpenapata. MeIUIMHCKUM pabOTHHKAM pPEKOMEHIYETCs
co001aTh 0 JH00BIX 0103PEBACMbIX HEKENATE/IbHBIX PEeaKLMIX JIEKAPCTBEHHOIO Mpenapara uepes
HAallHOHAJIbHBIC CHCTCMbI COO6H.[CHPIH 0 HCKCIATCIbHBIX PCAKUUAX TOCYAapCTB — UYICHOB
EBpasuiickoro 5KOHOMHUYECKOT 0 COI03a.

PecnyOnuka Apmenus

Anpec: 0051, r. EpeBan, np. Komuraca, 1.49/5

I'HKO «LlenTp sxcnepTussl 1€KapcTB U MEAULIMHCKUX TEXHOJIOTHID»
Ten. (+374 10) 20-05-05, (+374 96) 22-05-05

e-mail: info@ampra.am, vigilance@pharm.am

Caii: http://www.pharm.am/

Pecny6nuka benapychb

Anpec: 220037, r. Munck, nep. ToBapumieckuii, 1.2a

Pecnybnukanckoe yHutapHoe npeanpusitue «L{eHTp skcnepTus U UCBITAHUN B 3/IpaBOOXPAHEHUI
Ten.: +375 17 242-00-29

e-mail: repl@rceth.by

Caiit: https://www.rceth.by/

Pecnybnuka Ka3zaxcran

Anpec: 010000, r. Acrana, yin. A. Umanosa, 13

I'PII na I1XB «HauuoHanbHbIi HEHTP YKCHEPTU3bI JIEKAPCTBEHHBIX CPEICTB U MEAUIIMHCKUX
u3aenuii» Komurera MeAMIIMHCKOro U (hapMalleBTUYECKOTr0 KOHTpoJis MuHuCcTepcTBa
3npaBooxpanenus Pecrniybnuku Kazaxcran

Ten.: +7 (7172) 235-135

e-mail: pdlc@dari.kz

Caiir: https://www.ndda.kz/

Poccuiickas ®enepanus

Anpec: 109012, Mocksa, CnaBsHckas romans, a. 4, crp. 1

®denepanbHas cityx0a no Haazopy B cdepe 3apaBooxpanenusi (Poc3apasuanzop)
Ten.: +7 800 550 99 03

e-mail: pharm@roszdravnadzor.gov.ru

Caiir: https://roszdravnadzor.gov.ru/

4.9. Ilepexo3upoBka

Criyvau nepe103upoBKY IpU NpUMEHEHUH rpernapara Mepuodept Heu3BECTHbI, O/JTHAKO B TAKUX
cuTyauusx cienyer oxuaars pazsutue CIS (em. pasnen 4.4).

5. ®APMAKOJIOTHYECKUE CBOMCTBA

5.1. ®apmakoaMHaAMH4YeCKHe CBOHCTBA

®dapmakorepaneBTuyeckass rpynna: llonoBele TOpMOHBI M MOZYJISATOPBI IOJIOBOH CHUCTEMBI;
TOHAOTPOIUHBI U IPYTHE CTUMYJISATOPBI OBYJISILIMH; TOHAJA0TPOIHMHBIL.

Ko ATX: GO3GAO02.
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MexaHnusM jeiictBus, hapMakoarHaMuueckue 3G heKTol

Mepuodept conepxkut uMI™ BbICOKOI CTENEHH OYMCTKH, KOTOPBIH MOJIy4alOT U3 MOYHU KEHIIUH B
nocrMmenonayse. Ilpenapar obnamaer 6monornueckoit aktuBHocTbio PCIT u JII. CoorHomenue
ouonoruueckon axktupHocty ®CI' u JII' cocraBnser npumepno 1:1 u pocturaercss 3a cuer
nobapnenus uX[' BbICOKOH CTENEHH OYMCTKH, KOTOPBIH MMOJIy4alOT U3 MOYH OEPEMEHHBIX HKEHILUH.

OpranaMu-MHLICHSAMH JUIS TOPMOHANBHOTO 3¢ dekra uMI™ y KeHIUH ABISIOTCS AUYHUKUA. uMI
CTUMYJIMPYET raMETOr€He3 U CUHTE3 MOJIOBBIX TOPMOHOB.

@OCI' sBnsercst KaO4eBbIM (AKTOPOM pocTa M pa3BUTUS (POIIMKYJIOB HA CTAJUM PAHHETO
¢domnukynorenesa. JII' urpaer BaxkHYIO posib B MPOAYKIMM IOJOBBIX FOPMOHOB SUYHMKAMU H
BOBJICYEH B  (DU3HOJIOTHYECKUE IIPOLECCHI, IMPUBOJSIINE K  PA3BUTHUIO  IOJHOLEHHOI'O
npeoBysATOpHOro osnukyna. Ctumyssaus GomkyispHoro pocra noa aeicrsueM ®CI, B cityuae
noanoro orcyrersus JII', 3aBepiiaercst naToI0ru4ecKuM pa3sBuTHEM (HOJIIHKYJIA, ACCOLUHPOBAHHBIM
C HU3KOHM KOHLEHTpaLMell ICTpaguoja U HECIOCOOHOCTbIO K JIIOTEMHHM3ALMM HEOBYJIUPYIOLIETO
(douIMKy1a B OTBET Ha HOPMAJIbHBIN OBYJISTOPHBIN CTUMYIL.

[Tpunumas Bo Buumanue jaeiicteue JII', 3akimouaronieecst B yCUJIEHUN CHHTE3a MTOJIOBBIX TOPMOHOB,
npumeHenue npenapara Mepuodepr B mukinax OKO/MKCHU cBszano ¢ 0Oosnee  BBICOKOH
KOHIIEHTpaLUel 2CTpaanoia B I1a3Me KPOBU, UEM IIPU NPUMEHEHHUH [IPEnapaToB peKOMOMHAHTHOTO
OCI'. JlanHbIi acnexkT cieayeT YYUTbIBATh IPU KOHTPOJIE OTBETA Ha NPUMEHEHHUE Ipenapara Io
JMHAMHUKE HW3MEHEHHUs KOHUEHTpauuu dScTpaauosna. Pasnuuus B KOHLEHTpALMM HCTpagvoia B
IPOTOKOJIAX NP MPUMEHEHUM HU3KUX 103 Ipenapara s UHAYKLUU OBYJISILUHM Yy MALUEHTOK C
AQHOBYJIITOPHBIM LIUKJIOM HE OOHAPYKEHBI.

OpranaMu-MHULIEHAMH /7151 TOPMOHAIBHOTO ¢ dexra uMI™ y MyxuuH sABisioTCsa MYk, B simukax
OCI" unayuupyer cospeBanue kiaetok Ceproim, 4TO MPEUMYLIECTBEHHO OKAa3bIBAET BIIMSHHUE HA
JIeJICHHUE KJIETOK U3BUTHIX KaHAIBIEB U Pa3BUTHE criepMaTo3oua0B. [Ipu 2 Tom HeobxoauMa BeICOKast
BHYTPUTECTUKYJIIDHAsl KOHLIGHTpALMsl aHJPOreHOB, KOTOpas JAOCTUIAaeTCs NpealIeCTBYIOLEH
tepanuei uXI'.

5.2. ®apmakoKHHeTHYeCKHE CBOHCTBA

buonoruueckas s¢p¢pextuBHocts yMIT B ocHOBHOM 00ycioBiaeHa (OUIMKYIOCTUMYIHPYIOIIUM
KOMIOHEHTOM. PapMakokuHeTHuYeckue cBoWcTBa UM’ mpu BHYTPUMBILIEYHOM M IOAKOKHOM
BBEJICHUH UMEIOT BBICOKYIO MH/IMBH/1yalIbHYI0 BapHaOeIbHOCTD.

AOcopOLs U pacupeeicHUe

ITo pmanHbIM HccnenoBaHUM, NPOBENEHHBIX Ul npenapara Mepuodept, nocie OJHOKPAaTHOrO
MOJKOKHOTO M BHYTPHMBIIIEUHOrO BBeAcHMs mnpenapara B jgo3e 300 ME Bpems noctuxkeHus
MaKCUMalbHOM KOHLIEHTpauuu npenapara B MmiaazMe (Tmax) cocraBmser 22 u 19 wacos,
COOTBECTCTBCHHO.

buopoctynHocTh mpenapara npu IMOJKOKHOM BBEJACHHMM BbILIE, YEM IPH BHYTPUMBILICUHOM
BBE/ICHHM.

DIMMUHALIUS

BriBoauTes npenmyiecTBeHHO noukamu. [lepuon mosnyBbiBeeHHs NPU OJHOKPATHOM BBEICHUU
nperapara  Mepuodepr (300 ME no ®CI') cocraBaser npubiausurenbHo 45 4acoB 1pu
BHYTPUMBILLICYHOM BBCACHUHU U 40 yacoB IIpH NMMOAKOXHOM BBCIACHUH.

[Toueuynasi HEIOCTATOYHOCTh

W3yuenue ¢apMakOKMHETHYECKUX CBOMCTB mpenapata Mepuodepr y NanueHTOB ¢ MOYEYHOU
HE0CTATOYHOCTBIO HE IPOBOIUIOCE.
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[leuenouHAass HEAOCTATOYHOCTh

N3yuenue (apMakOKMHETHYECKHX CBOMCTB npenapara MepuodepT y NanueHTOB ¢ NEYCHOYHON
HE0CTATOYHOCTBIO HE IPOBOIUIOCE.

5.3. JlaHHbIe JOK/JIHMHHYECKOMH 0e3011aCHOCTH

B NOK/IMHUYECKHUX JaHHBIX, MOJyYEHHBIX IO pe3yjbTaTaM CTAHJAPTHBLIX HCCIEAOBAHUN, 0COObIN
Bpel Ul 4YelloBeKa He BblABIEH. lccienoBanus penpoayKTHBHOM TOKCHYHOCTH Ipernapara
Mepuodeprt He TPOBOAMINUCEH, TOCKONBLKY IpenapaT He 0Ka3aH K IPUMEHEHUIO IPH 0EpEMEHHOCTH
win B nociepojpoBom nepuone. [Ipernapar Mepuodepr conepKUT ropMOHbI, CEKpEeTHpyeMble B
OpraHu3Me 4ejaoBeKa, I0ITOMY He 001a7aeT reHOTOKCUUHOCTBIO. MccneoBanus KaHLEepOreHHOCTH
HE MPOBOAMIIUCH, IOCKOJILKY npenapar Mepuodept npegHazHaueH A1 KpaTKOCPOUHOM Tepanui.

6. ®APMAIEBTUYECKHUE CBOMCTBA

6.1. Ilepeyenb BcioMorare/ibHbIX BellleCTB

Jlnodunuzar

JlakTO3B1 MOHOTHIPAT
PactBopuTenb
Hatpus xnopun

Bopna juis uabexkuui

6.2. HecoBmecTuMOCTH

[Ipenapar He cieayer cMelnBaTh B OAHOM LLUIIPHILIE € APYTUMU JIEKAPCTBEHHBIMU CPEACTBAMHU !
6.3. Cpok rognoctu (Cpox XpaHeHus)

JIno¢punuszar: 2 roza.
PactBopurens: 5 ner.
CpOK IFOAHOCTH KOMILICKTA YCTAHABJIUBACTCA 10 KOMIIOHECHTY ¢ HAUMCHBIINM CPOKOM I'OJHOCTH.

BoccTaHoBiIeHHBIH PacTBOP CIEIYET UCIOIB30BATH HEMEJICHHO.
6.4. OcoOble Mepbl NPEAOCTOPOKHOCTH NIPH XPAHEHUH

[Tpu remneparype He Boiuie 25 °C. XpaHuTh B OpUrMHAJILHOHN yriakoBKe ((hi1akoH u amiyJia B ayvke)
JUTS 3aLIUTBI OT CBETA. Y CIIOBUS XPAaHEHHUs [10CJIe BOCCTAHOBJICHUS JIEKAPCTBEHHOTO Mperapara CM. B
pazaene 6.3.

6.5. Xapakrep u coep:kaHue NEPBHYHOH YIAKOBKH

[To 75 ME ®CI'+75 ME JII" wiu 150 ME ®CI'+150 ME JIT" Bo ¢1akoHbI O€CLBETHOTO IPO3PAUHOT0
crekina Ttuna [, yKynopeHHble pe3HHOBOH MpoOKoM u3 OpomMOyTHiIKayuyyKa, 3aKaTaHHOU
QJIIOMUHUEBBIM KOJIITAYKOM C IUIACTUKOBOM KpbIllKoit Tuna «flip-ofth.

[To 1 mn pacTBOpuTens B amnyJibl OECLBETHOIO MPO3PAvyHOro CTeksia tuna | ¢ Toukoit pazioma u
JIBYMsI KOJIbLIAMH (CHHEE U JKENTOE).

10



COOTBETCTBYET 3KCNEPTHOMY OTUYETY
ot 25.09.2025 Ne 24077

[To 1 ¢nakony c nuopunmzarom u 1 ammyne ¢ paCTBdw?&gﬁg';%iJ@Eﬁ; %Eﬁfgﬁl;'lgﬁ

[EPErOpoOAKOH, BMECTE € JIMCTKOM-BKJIQ/IBIIIEM B KAPTOHHYIO [1aUKYy.

6.6. Oco0Oble Mepbl NPEIOCTOPOKHOCTH NPH YHHYTOKEHHH MCII0/1L30BAHHOIO
JIEKAPCTBEHHOI0 NPenapara Wik 0TX0/10B, OJIY4YeHHbIX [0c¢/Ie IPUMEeHEeHHs JIEKAPCTBEHHOI0
npenapara, ¥ Jpyrue MAaHUNYJISIHH ¢ IPenapaTom

PexoMeH 1Al 110 MPUTOTOBJICHUIO PacTBOpa

PaCTBOp JUIsI UHBEKIHH JOJIXKCH OBITH IPUTOTOBJICH HEIMOCPEACTBCHHO NEPE] BBCACHHUEM C
HCIIOIb30BAaHUEM TIPUJIAraeMOr0 paCTBOPHUTEIIS.

[Tpu pa3senenuu 6onee 1 duakona npenapara Meprogept HabeprTe BOCCTAaHOBJIEHHOE COIEPIKUMOE
nepBoro (prakoHa B IIMPULL U MEJICHHO BBEJIUTE €0 BO BTOPOH (DJIaKOH MOCIIE MOBTOPEHUS ITAIOB
1-4.

JlonyckaeTcst pacTBOpeHUE HECKOJIBKUX (JIIaKOHOB Ipernapara B | Mi1 pacTBOPUTESI B COOTBETCTBUU
¢ TabnuuaMu:

Mepuogept 75 ME ®CI'+75 ME JIT

Konuyecrso O011ee KOJIUYECTBO
(h1akoHOB npenapara B 1 M1 pactBopa
1 75 ME
2 150 ME
3 225 ME
4 300 ME
5 375 ME
6 450 ME

Mepuogept 150 ME ®CT + 150 ME JIT

Konuuectso O01ee KOIMYECTBO
(d1akoHOB npenapara B 1 M1 pactBopa
1 150 ME
2 300 ME
3 450 ME

O0uwe ykazanus

Crnenyer uszberarb BCTpsixuBaHusl. B ciyyae noMyTHEHHS MJIM HAJIMYUsl YACTULL B PACTBOPE €ro
HUCIOJIL30BaTh HEJIb3!

BoccTaHoBineHHBIH PacTBOP JOJKEH ObITH OECLIBETHBIM U IPO3PAUHBIM.

Het 0coObix TpeOoBaHui K yTUIH3ALUH.

7. JAEPKATEJIb PETUCTPAIIMOHHOI'O YAOCTOBEPEHMU I

HlIBeiinapus
NBCA Uucturyt buokumux C.A.
IBSA Institut Biochimique SA, Via Pian Scairolo 49, 6912 Pazzallo, Switzerland

11
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7.1. IlpeacraBureib Jep:KaTe/isi perucTpauMOHHOI0 vao'. EQ%B‘E‘TEHEHCCT:’ 0008)

[IpereH3un norpeduUTENENH HAIPABJIATE 110 aJIPECY:

Pecnybauxka Apmenus

000 «AH+®APM»

r. Epesan, 4-ii nepeynok ynuust [Hupak, 13
Ten./daxc: +374 77 56 77 99

e-mail: Info@an+pharm.com

Pecnybnauxa benapyco

VII «HoBameuka»

Munckas obnacts, Munckuit paios, . I'atoBo, yin. Meramnypruudeckas, 16a, kom. 3
Ten./daxc: +375 29 305 09 00

e-mail: mikhail.shehukov@novamedika.com

Pecnybauxa Kazaxcman

TOO «BB Farmy

r. Anmartsel, Mkp. Akcaii-4, nom 118a, BL| Meranonuc, 6 stax
Ten./pake: +7 (727) 3645045

e-mail: info@bbfarm.kz

Poccuiickaa ®edepayus

000 «Anmxenunu dapma Pycy

109028, r. Mocksa, Cepebpsinnyeckas Hao., 1. 29

Ten.: +7 (495) 933 3950

e-mail: complaints@angelini.ru

8. HOMEP PETUCTPAIIMUOHHOI'O YIOCTOBEPEHUS

JITT-Ne(006618)-(PT-RU)

9. JIATA TIEPBUYHOM PETUCTPALIMU (ITOJITBEPKIEHUSI PETUCTPALIUH,
MNEPEPETUCTPALIUN)

Jara nepsoii peructpauuu: 19.08.2024

10. JATA IEPECMOTPA TEKCTA

OOwast xapakTepUCTHKA JIEKapCTBEHHOT 0 npenapara Mepuodept gocrynHa Ha HHGOPMAMOHHOM
noprane EBpa3uiicKOro »KOHOMHMYECKOrO €032 B HH(POPMALUOHHO-KOMMYHUKALIMOHHOH CeTH
«WuTepuer» http://eec.eacunion.org/.
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