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OBIIASI XAPAKTEPUCTHUKA JEKAPCTREHHOTO TIPERAPATA "

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O IIPEITAPATA

HnsXKenc po, 100 mr, kancysisl

JisXKenc npo, 200 Mr, Karcybl

2. KAMECTBEHHBIN M KOJIMYECTBEHHBINA COCTAB

JlelicTByIOIIEE BEIIECTBO: IPOTECTEPOH.

JUisKenc ipo, 100 mMr, KancyJisl

Kaxnas xancyna cogepxut 100 Mr nporectepona.

JUisKenc ipo, 200 mMr, KamcyJisl

Kaxnas xancyna cogepxut 200 Mr nporectepoHa.

BemecTBa, HajauuMe KOTOPBIX HAJ0 YYHUTHIBATh B COCTABE JICKAPCTBEHHOI'O Iperapara: COeBOe
Maciio ounieHHoe (cM. pasaen 4.4).

Ilonubri IIEPCUYCHb BCIIOMOI'aTCIIbHBIX BCIICCTB IIPHUBCIACH B pa3acic 6.1.

3. JEKAPCTBEHHAS ®OPMA

Kancyibr.

JsKenc npo, 100 Mr, Kacynsl

prFJII)IG MATKHUC JKCIIATUHOBLIC KaIllCYyJIbl Oelloro WJIM IIOYTH OEJIOro C JKEJITOBAThIM HJIU
KOPHUYHCBATBIM OTTCHKOM LIBETA CO IIBOM.

JsXKenc npo, 200 Mr, Kancyisl

OBanbHBIC MATKHE JKEIATHUHOBEIC KarCyJibl 0eJ0oro WM MOYTH OEJ0Tr0 C JKEITOBAaThIM WIIH
KOPHUYHEBATBIM OTTCHKOM LIBETA CO HIBOM.

COI[Cp)KI/IMOC KarcyJ: MaCJIsIHUCTAas CYCIICH3UA 0eJI0Oro WM IoYTH 0eJIoro OBCTA.

4. KIMHUYECKHUE JAHHBIE
4.1. Iloxka3anust K NPUMEHEHHUIO

IIpenapar JaKenc 1npo 1moka3aH K  NPUMEHEHHMIO Y  B3pOCHBIX  JKEHIIUH  IIPU
POrecTePOHIEPUIIMTHBIX COCTOSHUSIX.

J71s1 mpreMa BHYTDG:

® YTPOKAOMIMI a0OPT WM MPEAYNPEKACHUE MPUBBIYHOTO ab0OpTa BCIEICTBHE HEIOCTATOUHOCTH
MIPOTECTEPOHA;

Oecruroine BCIIEACTBUE JIFOTENHOBOM HEAOCTATOUHOCTH;

MPEAMEHCTPYAIbHBIN CHHIPOM;

HapyHmCHUA MCHCTPYAJIbHOI'O NHUKJIA BCIICACTBUC HAPYUICHUA OBYJIALUN WU AHOBYJIAIINHA
(buOPO3HO-KUCTO3HAS MaCTOIATHS;

MEPUOJT MEHOTIAY3aJIbHOTO TTePEX0/1a;
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COUYETAHHMH C AICTPOTEHCOIEPKALIMMHU IpenapaTaMu).

JIJ1s1 MTHTpaBarmHAJILHOTO IPUMEHEHHS

e MIT B cinyuae neguuura nporecTepoHa npu HeyHKIMOHUPYIOIUX (OTCYTCTBYIOIIUX ) SMUHUKAX
(I1OHOPCTBO AMIIEKIIETOK);

e mnpenynpexacHue (MpopuIakTuKa) MPekIeBPEMEHHBIX POAOB Y JKECHIIMH U3 TPYIIBI pUCKa (C
YKOPOUCHHEM HIEWKM MATKU W/WIM HAJU4YMeM aHaMHECTUYECKHMX JaHHBIX MPEXIEBPEMEHHbIX
POJIOB /MK TIPEIKIACBPEMEHHOTO Pa3phiBa IJIOHBIX 000JI0YEK);

® MOAJEpXKKAa JIIOTEMHOBOM (a3bl BO  BpeMs TOATOTOBKM K  AKCTPAKOPHOPATBLHOMY
OIJIOZJOTBOPEHHUIO;

® [I0AJIEPXKKA JIFOTEMHOBOM (ha3bl B CHOHTAHHOM WJIM UHAYLUPOBAHHOM MEHCTPYaJIbHOM LIMKIIE;

® [pPEXKIEBPEMEHHAs MEHOIIAY3a;

e MIT (B coueTanuu ¢ 3CTPOreHCOAEPKALMMU IIpenapaTamMu);

e (Qecrioue BCIEICTBUE JIOTEMHOBOW HEIOCTaTOYHOCTH;

e yrpoxkaromuii abopT WK MpeayNpeKICHNE PUBBIYHOTO a00PTa BCIEACTBHE HEIOCTaTOYHOCTH
IIPOrecTepoHa.

4.2. Pexxum 103UpoBaHMs U CIIOCO0 NpUMeHEHH S

Pexxum 103upoBaHUS

Ilepopanvro

B GonpmmHCTBE CiTydaeB mpu HEJOCTATOYHOCTH MPOTreCTepOHa CyTo4Has 1o3a npenapara [soKenc
npo cocrasisier 200-300 mr, pa3neneHHbix Ha 2 npuema (200 mr Beuepom mnepen cHoMm U 100 mr
yTPOM, IIPH HEOOXOAUMOCTH).

B cayuasx yepoorcaroweco abopma unu_0ns_npeoynpexcoenus. npusblyHo2o _abopma 6ciedcmeue
Hedocmamounocmu _npocecmepona: 200-600 mr B cytku exeaneBHo B I u Il Tpumectpax
O0epemenHoctu. JlanpHeimee npumeHeHue npenapara Jns)KeHc mpo BO3MOXKHO 1O HAa3HAYCHHIO
JIedaliero Bpaya Ha OCHOBAaHHUH OIIEHKH KJIMHHYECKUX JTaHHBIX OepeMEHHON KEHIIUHBI.

IIpu nedocmamounocmu nomeuno6ot gazwvl (MpeIMEHCTPYTbHBIA CUHIAPOM, (UOPO3HO-KUCTO3HAS
MacTonaTusi, IMCMEHOPEs, IEpUOo/ MEHONAy3aIbHOr0 Iepexo/ia) CyTouHas Ao3a coctaniseT 200 wim
400 mr, npuHuMaeMbIX B TeueHue 10 aueit (00619HO ¢ 17-r0 Mo 26-1 neHb 1UKIIA).

IIpu MI'T 6 nepumenonayse Ha ¢poHe npuema sctporeHos npemnapar J[msKene npo npumensercs 1no
200 Mr B CyTKH B TedeHue 12 qHeil.

IIpu MI'T 6 nocmmenonayse B HEIPEpbIBHOM pexume npenapat Jns)Kenc npo npumensercs B 103e
100200 Mr c mepBoro JHS MpuUeMa 3CTporeHcoiepx amux mnpenaparoB. [logbop m03bI
OCYLIECTBIIAETCSA UHAUBUIYAJIbHO.

HHmpLZGaZuHaJZbHO

IIpedynpesicoenue (npogdhunakmura) npesxicoespemMeHubiX poo08 Y HceHujuH u3 epynnsl pucka (c
YKOPOYCHHEM IICHKH MAaTKH W/WITH HATHYUEM aHAMHECTHICCKHX JIAHHBIX TIPEXKICBPEMEHHBIX POJIOB
W/WIH TIPEXKACBPEMEHHOTO Pa3phIBa MJIOJHBIX 000104eK): 00bHas 103a cocTaBiser 200 mr nepen
CHOM, ¢ 22-ii 1o 34-yto Hefenu 0epeMEeHHOCTH.

IlonHoe omcymcemsue npocecmepona y HceHwul ¢ He@YHKYUOHUPYVIOWUMU (OMCYMCmEYIouuMu)
Auynukamy (TOHOPCTBO SAUIIEKIETOK): Ha ¢oHe Tepanuu dcTporenamu 1o 100 mr B cyTku Ha 13 u 14-
i nHu nukia, 3arem no 100 mr 2 pa3a B cyTku ¢ 15-ro o 25-i1 neHp nukia, ¢ 26-ro AHs, U B CiIy4yae
ompeneneHus: 6epeMEeHHOCTH J03a Bo3pactaeT Ha 100 Mr B CyTKH KaXAylH HEIET0, JOCTHTas
Makcumyma — 600 Mr B CyTKH, pa3JIeIeHHbIX Ha 3 IpueMa. YKa3aHHas J03a MOKET IPUMEHATHCS Ha
npoTsKeHu 60 THEe.
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oni00omeopenus: pekoMeHryercs npuMeHsTh ot 200 1o 600 Mr B CyTKH, HAUWHAS CO JTHS HHbEKIIH
XOpPHUOHUYECKOT0 roHaioTponuna B redenue | u Il pumectpa 6epemenHocTu.

Iloooepoicka nromeunosou gasvl 6 CHOHMAHHOM ULU UHOVYUPOBAHHOM MEHCIMPYATbHOM YUKIe Npu
becnnoouu, ceA3aHHOM ¢ Hapyuienuem YHKyuu Jcenmoz0 mena: peKoMenayercs npumerars 200—
300 Mr B cyTku, HauuHas ¢ 17-ro nHA 1uKiIa Ha OpoTspkeHuu 10 nHEH, B ciayvyae 3aiepikKKu
MEHCTpYalUH U AUArHOCTUKU OEPEMEHHOCTH JICYEHUE JTOJKHO OBITh IPOIOJIKEHO.

B cnyuasx yepoowcaioweeo abopma unu 8 yensx npedynpexcoeHus npusbliHo2o abopma,
BO3HHUKAOIIMX Ha (OHE HemocTaToyHOCTH mporecrepoHa: 200—400 Mr B CyTku B 2 mpHema
exxeHeBHO B [ u Il TpumecTpax 6epeMeHHOCTH.

C€TH

O¢ddexTuBHOCTE M 0€30MaCHOCTh y JAeTeld B Bo3pacTe A0 18 mer He ycraHoBieHbI. J[aHHBIE
OTCYTCTBYIOT.

Cnoco0 mpuMeHeHus

Ilepopanvro
[Ipenapar npuHUMAIOT BHYTPb, BEYEPOM IIE€PE]l CHOM, 3alMBasi BOJIOM.
Hnmpasacunanvro

Karncynbl BBOAAT Ii1yOOKO BO Bilarajiuiie.
4.3. IIpoTuBONOKA3AHUSA

e [ 'MmepuyyBCTBUTEILHOCTh K IMPOTECTEPOHY WM K JIFOOOMY M3 BCIIOMOTATEIBbHBIX BEIIECTB,
[IEPEYUCIICHHBIX B pazzene 6.1.

e  Tpom003 riay0okux BeH, TpoMO0(IeOunT.

e  TpomOosMOonuyeckue HapyiieHus: (TpoMO0IMOOIUs JTETOUHOM apTepuu, UHPAPKT MUOKap/a,

WHCYJIBT), BHYTPUYEPEITHOE KPOBOM3JIHMSIHNAE MIIM HAJIHMYUE JAaHHBIX COCTOSHUI/3a00IeBaHUi B

aHaMHe3e.

KpoBoTeueHust u3 Baarajiuiia HesiCHOTO reHesa.

Henonuerit abopr.

[Topdupus.

VY cTaHOBIIEHHBIE WIIN 110JI03PEBAaEMbIE 3JI0KaUeCTBEHHbIE HOBOOOPA30BAHUS MOJIOYHOMN KeJe3bl

¥ TIOJIOBBIX OPTaHOB.

e Tskenple 3a00JeBaHUs MEYCHN (B TOM YHCIIE XOJIECTATUYECKas JKEITyXa, TelaTUT, CHHIPOM
Hy6una-/Ixoncona, Poropa, 3mokauecTBeHHbIE OMyXOJIM NEYEHU) B HACTOSILEE BpeMsl WU B
aHaMHe3e.

e Bospacr 1o 18 ner (B cBf3U ¢ OTCYTCTBHEM JaHHBIX MO 3(PeKTUBHOCTH U O€30IacHOCTU B
JTAHHOM TOIYJISIUN ).

e Ilepuon rpyJHOro BCKapMJIMBaHUS.

4.4. OcoOble yKka3aHMsl 1 MepPbl PeJ0CTOPOKHOCTH NPH NPUMEHEHUH

[IporecrepoH HeNb3s1 IPUMEHSATH € LEIbI0 KOHTPALEIIINN.

[Ipenapar Henb3st IPUHUMATh BMECTE C IMHIIEH, TaK KaK IPHEM MTUIIY yBETHYHBAET OMOIOCTYITHOCTD
HPOTeCTEePOHA.

[IporectepoH cieayeT OpPUHUMATh C OCTOPOXKHOCTHIO Yy TMAIMEHTOK C 3a00JIeBaHUSAMHU U
COCTOSIHUSIMHU, KOTOPBIE MOTYT YCYTYOJISThCS MPH 3aJEPIKKE KUIKOCTH (apTepuaabHasi TUIepTEH3Us,
CepACYHO-COCYTUCTbIe 3a00JIeBaHUsl, XPOHUYECKas IIOYEYHAash HEJAOCTaTOYHOCTh, AIMJIIEINCHs,
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MIEYCHHU JIETKOW U CPEHEH CTENEHH TSHKECTH; (JOTOIYBCTBUTEIBHOCTBIO.

HeoOxonumo HabmonaTh 3a HallMeHTKaMHM C JeNpeccueil B aHamMHe3e, W B CiIydyae pa3BUTHS
JEIPECCUH TSDKEJION CTENEeHU He0OX0AMMO OTMEHUTH IIpenapar.

Ha].[I/ICHTKI/I C COIIYTCTBYHOIIMMU CEPACUYHO-COCYANCTBIMU 3a00/I€BaHUAMH WM HaJIMYUEM HX B
AHAMHE3C JOJIKHBI TAKKC IMEPUOANICCKU Ha6JHOI[aTLC$I BpavuoM.

HpI/IMCHeHI/Ie IIpOoreCTepoHa 1ocie | TpUMECTpa 6epeMeHHOCTI/I MOKET BbI3BAaTh Pa3BUTHUEC XOJIECTa3a.

[Ipy ATUTENBHOM JICUEHUU MPOTECTEPOHOM HEOOXOJUMO PEryJspHO MPOBOJHUTH MEIUIIUHCKUE
OCMOTpHI (BKJIFOUas MccieloBaHue (QYHKUIUU MEYSHH); JIeYeHHEe HEeOOXOAHMMO OTMEHHUTHh B Cllyuyae
BO3HUKHOBEHHUS OTKJIOHCHHH OT HOPMAJBHBIX MOKa3arelell (PyHKIMOHAIBHBIX MPOO MEYSHU WU
XO0JIECTaTUYECKOM KENTYXH.

[Tpu mpUMEHEHHH MPOrecTepOHa BO3MOXHO CHIDKEHHE TOJIEPAHTHOCTH K TUIFOKO3€ M YBEIUYCHUE
MOTPeOHOCTH B MHCYJIMHE M APYTHX THIOTIMKEMHYECKHX Ipernaparax y MAlHeHTOK C CaXapHBIM
MadeTOM.

B caydyae mosiBieHHs aMeHOpEHM B TpoIecce JICUCHHsS HEOOXOMUMO HCKIIOUUTh HaIH4He
OepeMEHHOCTH.

Ecan KypC JICUCHUA HAYNHACTCA CIIMIIKOM PAaHO B Ha4aJi€e MCHCTPYaJIbHOT'O LNHUKIJIA, 0COOEHHO a0 15-
ro AJHg LOUKJIA, BO3MOXKHBI YKOPOYCHHUS HHKJIIA /unmn AIMUKIIMYCCKHUE KPOBOTCUCHMUA. B cjiydac
AU KIIMYCCKUX KpOBOTe‘leHI/Iﬁ HC CJICAYCT HNPUMCHATH Iperapar OO BbIACHCHHA HUX IIPUYUHBIL,
BKJIIO4asA MpPOBCACHUC TMCTOJIOTMYCCKOro UCCIICA0OBAHUA SOHAOMETPUA.

[Tpy HaMMYMK B aHAMHE3E XJI0A3Mbl UM CKIIOHHOCTH K €€ Pa3BUTHIO MAI[MEHTKAM PEKOMEHIYeTCsI
n3berath Y ®-00mydeHHS.

bosee 50 % ciyyaeB caMOIIPOU3BOJIbHBIX a0OPTOB HAa PAHHUX CPOKAX OEPEMEHHOCTH 00YCIIOBICHO
IreHETUYECKUMHU HapylueHusiMu. Kpome TOoro, npuunHON caMonpou3BOJIbHBIX a0OpTOB Ha paHHUX
cpokax OepeMeHHOCTH MOTYT ObITh HMH(EKLIMOHHBIE MPOLECCHl U MEXaHUYECKHE MOBPEKACHUS.
[IpuMeHeHne mporecTepoHa B 3THUX CIIydasX MOXKET NPUBECTH JIMIIb K 3aJ€PKKE OTTOPKEHUS H
HBaKyalllu HEKU3HECTIOCOOHOTO MJIOTHOTO Siia.

[TpuMeHeHre MporecTepoHa C MENbI0 MPEIYNPEKICHHS YIPOXKAIOLIET0 adopTa ONpaBiaHo JIUIIb B
ClTydasiX HEIOCTATOYHOCTH MPOTeCTEPOHA.

[Ipn nmposenenun MI'T sctporenamu B mepuoj NEpUMEHONAY3bl PEKOMEHIYETCS NPUMEHEHHE
IIPOreCTEPOHA B TEYEHHUE HE MEHEE YeM 12 THel MEHCTPYalbHOIO LIMKIIA.

[Ipn HenpepriBHOM pexume MI'T B mocTmeHomay3e peKOMEHAYyeTCs NPUMEHEHHE Iperapara C
IIEPBOTO JHS IIPUEMa 3CTPOTECHOB.

IIpu mnposenenun MI'T mnoBblIaeTCsl PUCK pPa3BUTHS BEHO3HOW TpombOoambonmuu (TpombOo3a
ri1yOOKMX BEH WIJIM TPOMOO3MOOIMH JIETOUHON apTepHUn), PUCK Pa3BUTHUS MIIEMUYECKOIO HHCYIIbTA,
UIIEMUYECKON O0JIE3HH ceptia.

W3-3a pucka pa3BUTHS TPOMOOIMOOTUYECKHX OCIOKHEHHUH CIeayeT MPEeKpaTHTh MPUMEHEHHE
npernapara B CIly4ya€ BO3HUKHOBEHHUS: 3pPUTEIbHBIX HAPYIICHUH, TaKMX Kak IMOTeps 3pEeHUs,
sk30(pTambM, JBOCHHME B TIJa3aX, COCYIUCTBIE TMOPAKEHUS CETYATKU; MUTPEHU; BEHO3HOM
TPOMOOIMOOJIUH UITH TPOMOOTHIECKUX OCTIOKHEHHM, HE3aBUCUMO OT UX JIOKATH3AIUH.

[Ipu Hanmuuu TpomOo(dneOutra B aHaMHE3e MAalMEHTKA JODKHA HAXOAMTHCS TMOJ TIHIATEIHHBIM
HaOJIFOJEHUEM.

[Tpu nprMeHeHHnH IPOrecTepoHa ¢ ICTPOreHCOAEPIKAIIMMU MpenapaTaMyu He0OX0IMMO 00paIaTbes
K UHCTPYKIHSM I10 UX IPUMEHEHHUIO0 OTHOCUTEIbHO PUCKOB BEHO3HOM TPOMOOIMOOINH.
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0 HeOOJIbIIIOM TIOBBIIICHUHM DPHUCKAa PaKa MOJOYHOM JKele3bl NMpH JUIMTENbHOM, Ooiee 5 JerT,
COBMECTHOM IIPHUMEHEHUHU JCTPOTEHCOIAEPKALIMX IPENapaToB C CHUHTETUYECKMMM TIeCTarcHaMHu.
HewnsBecTHO, MMeeTCS M MOBBILIEHUE PUCKA Pa3BUTHS Paka MOJIOYHOM JKEe3bl y JKCHIIUH B
nocrtMeHonayse npu mnposeneHun MI'T scrporenconepkamymu IpernapaTaMu B COYETaHMM C
IIPOreCTEPOHOM.

Pesynbratel uccnenoBanuss WHI Taxke BBISBUIM TOBBIINICHUE PHCKA PAa3BUTHS ACMEHIUH TPU
nayainie MI'T B Bo3zpacte crapiie 65 ner.

[lepen nauanom MI'T u perynspHo BO BpeMs IPOBEACHHUS KEHILMHA T0JKHA OBITh 00CIIe[oBaHa st
BBISIBJICHUSI IPOTUBOIIOKA3aHUM K €€ MpoBeeHuI0. [Ipyu HaMMYuM KIMHUYECKUX MTOKa3aHUM JOJIKHO
ObITh MPOBEACHO OO0CIIEJOBAaHME MOJIOUHBIX KeNie3 U THHEKOJIOrnueckuid ocMoTp. llpumenenue
MIPOTeCTePOHA MOXKET BJIHATH Ha PE3yJIbTaThl HEKOTOPHIX JTAOOPATOPHBIX AHAIHM30B, BKIIIOYAs
MoKasareinu (PyHKIHMM TMEYEHHU, IIUTOBUAHON >KEJEe3bl; MapaMeTpbl KOaryJsluu; KOHICHTPAIUIO
MpEerHa”anoa.

BcnomMorarenpHBIE BEIISCTBA

JlekapcTBeHHBIN IIpenapar COAEPKUT COeBOe Macio. IlanmenTaM ¢ ajmiepruei Ha apaxuc WIH COKO
HE clielyeT IPUHUMATh 3TOT JIEKapCTBEHHBIHN Mpenapar.

4.5. B3aumojaeiictBie ¢ JPyrdMH JIeKAPCTBEHHBIMH TMpenapaTaMm W Jpyrue BHbI
B3aMMOJAEHCTBUSA

IIpu nepopajibHOM NIPUMEHEHUN

[Iporectepon ycuiaMBaeT JMACWCTBUE JUYPETUKOB, THIOTEH3UBHBIX JIEKAPCTBEHHBIX CPENCTB,
MMMYHOJICTIPECCAHTOB, AHTUKOATyJITHTOB. YMEHBINACT JIAKTOTEHHBIH AS((EeKT OKCHUTOIMHA.
OnHOBpeMEHHOE MPUMEHEHUE C MpernapaTaMu-UHIyKTOPaMU MUKPOCOMAIIbHBIX ()EPMEHTOB MEUEHU
CYP3A4, takumu xKak OapOuTyparbl, HPOTHBOIIMIEHTHYESCKHE Mpenaparsl ((eHUTOHH,
kapOamazenuH), pudaMnuiut, GeHu10yTa3oH, CIUPOHOIAKTOH, IPU3e0(dyIbBHH, COMTPOBOXKIACTCS
YCKOpPEHHEM MeTab0IM3Ma MPOTrecTepOHa B TICUCHH.

O,[[HOBpGMCHHBIfI npueM IHporeCTepoHa  C¢€ HEKOTOPBIMHU AHTHOHMOTHKAMU (HCHI/ILII/IJ'IJ'II/IHLI,
TCTpaIII/IKJ'II/IHI)I) MOKECT IMPHUBCCTHU K CHUIKCHHUIO €TI0 3(1)(1)6KTI/IBHOCTI/I H3-3a HAPYUWICHUA KHIICYHO-
MIEYCHOYHOU PCOUPKYJIANNUHA ITOJOBBIX TOPMOHOB BCIICACTBUC NU3MCHCHUS KUIIIEYHOM MI/IKpO(l)JIOpr.

CreneHb BBIPAKEHHOCTH yKa3aHHBIX B3aUMOJCHCTBUN MOXET BapbHPOBATh y Pa3HBIX MAlUEHTOK,
MO3TOMY TIPOTHO3 KJIMHHYECKUX d()(PEKTOB TNEepedyrCIEeHHBIX B3aUMOJCHUCTBUN 3aTpyAHEH.
KerokoHa3051 MOKET yBETUYUTH OMOJIOCTYITHOCTh ITPOr€CTEPOHA.

IIporectepoH MOKET NOBBIIIATH KOHIIEHTPALIMIO KETOKOHA30J1a U IUKIIOCIIOPHHA.
[Iporecrepon MoeT CHU3UTD 3P(HEKTUBHOCTH OPOMOKPUIITHHA.

HpOFCCTepOH MOXKCET BbI3BATb CHUIKCHHEC TOJCPAHTHOCTU K TJIFOKO3€, BCICACTBUC HYCTO —
YBCIINUNBATH HOTp€6HOCTI) B MHCYJIMHEC UJIN APYTUX THIOTTIMKEMHUYCCKUX IMpeIaparax y nanucHTOK
C CaXxapHbIM )II/I3.6CTOM.

buogocTynHOCTh MporecTepoHa MOXKET OBITh CHHKEHA Y KypAIIUX MAMEHTOK U MPU Ype3MEPHOM
yIOTPeOICHUN AJIKOTOJIS.

HDI/I HHTpaBarmHaJbHOM IIPUMCHCHUHN

B3aumoseiicTBue mporectepoHa ¢ IpyriuMHE JIEKApCTBEHHBIMH CPEICTBAMH MIPU HHTPaBAarMHATLHOM
NpPUMEHEHUH He oneHuBanock. Crenyer wu3beratb OJHOBPEMEHHOIO TIPUMEHEHUS JApYyrux
JIEKapCTBEHHBIX  CPEACTB, NPHUMEHSEMBIX HMHTpaBarMHadbHO, BO H30€KaHUE HAPYIICHUS
BBICBOOOKIEHUS U aOCOPOITMU TTPOTeCTEPOHA.
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4.6. PepTHIBLHOCTD, 0EPEMEHHOCTH U JIAKTALMS

Y OTYETY

bepemeHHOCTD

[Ipenapar ciemayer npuMeHsITh ¢ OCTOPOKHOCTHIO BO 1 m 11 TpuMecTpax GepeMeHHOCTH U3-3a pUCKa
pa3BUTHS XOJIECTA3a.

JlakTamus
[IporecrepoH MpoHUKAET B TPYAHOE MOJIOKO, IOATOMY ITPUMEHEHHUE Mpenapara mpoTUBOIIOKA3aHO B
MePUOJI TPYTHOTO BCKApMJTUBAHHMS.

4.7. BiusiHue Ha CHOCOOHOCTH YNPABJATH TPAHCHOPTHBIMH CpeACTBAMHM M padorath ¢
MeXaHM3MAMH

[Ipn mnepopaJilbHOM TNPUMEHEHUHW TMpenapara HEOOXOAMMO COONIOAATh OCTOPOKHOCTh TIPHU
yIIpaBJICHUU TPAHCIIOPTHBIMH CPEJCTBAMH U 3aHATUHU APYTMMH MOTCHIIMAIBLHO OIMMACHBIMU BHJIAMH
JEeSTeIbHOCTH, TPEOYIONUMU MOBBIIICHHON KOHIICHTPAIIMYA BHUMAHHUS M OBICTPOTHI ICMXOMOTOPHBIX
peaKIuid.

4.8. HexenaTeJibHbIE peakKIMu

Tabnuynoe pEe3rOMe HEXKENIaTeIbHBIX peaKIMi

HesxenarenbHble peakiinu, 3aperuCTPUPOBAHHBIC B KIMHUYECKUX UCCIICTIOBAHUSX [TPH IIEPOPATLHOM
NPUMEHCHHU TIPOTECTePOHA, PACIPEeNICHbl 10 CHCTEMHO-OPTaHHBIM KjlaccaM C yKa3aHHEeM HX
9acTOTHI cortacHo pekoMeHanusiM BO3: gacto (>1/100, HO <1/10), Hewacto (>1/1000, Ho <1/100),
peaxo (>1/10000, vHo <1/1000), ouens pexako (<1/10000).

HexenarenbHble peakiuu

Cucrema oprasos

4acTo HEYacTo penko OYEHb PEAKO
Hapywenus co KpaIruBHUIIA
CMOpPOHbL  UMMYHHOU
cucmemul
Icuxuueckue Jlerpeccus
HapyuieHus
Hapywenus co | rosioBHas 00JIb COHJIMBOCTb,
CMOopoHbl HepeHoU npexoasuee
cucmemol TOJIOBOKPYKEHHE
Hapywenus co | B34yTHE )KMBOTa | PBOTa,  Auapes, | TOIIHOTA
CMOPOHbL JHCENYOOUHO- 3amnop
KUWEe4YHo20 mpakma
Hapywenus co XOJIeCTaTUYeCKas
CMOpOHbl  NeveHu U JKeNTyxa
HCENUEBbIBOOAUSUX
nymetu
Hapywenus co 3yl, aKHE XJi0a3ma
CMOpPOHbL  KOMCU U
NOOKOJICHBIX MKAHeLl
Hapywenus co | HapylIeHus MacCTOJUHUS
CMOpPOHbL MEHCTPYaJIbHOTO
PenpooOyKmugHoU LIMKJIa, aMEeHOopes,




COOTEBETCTEYET 3KI(
ot 27.05.2025 N2 1341

(MOCHAEQOBATENEROC T 00l

cucmemst U MOJOYHbLIX | AHUKINYCCKHUE

anceies KpPOBOTCUYCHUA

Onucanue OTACIBHBIX HCXKCIATCIIbHBIX DeaKHHﬁ

COHIMBOCTB, NPEXOJSIIEE TOJIOBOKPYKEHHE BO3MOXHBI, Kak NpaBWwio, depe3 1-3 4 mocie
MEepOPaAILHOTO TIprieMa Tpernapara. [[aHHBIe HeXelaTelnbHbIE PEaKIMd MOTYT OBITh YMEHBIIICHBI
IIyTeM CHW)XXEHHs J03bl, NPUMEHEHMEM IIpernapara IepeJ CHOM MM IEepexXoioM Ha
WHTPABAarMHAJbHbIN IyTh BBEJICHHUS.

OTU HeXenarelbHble PEaKIUU OOBIYHO SABIAIOTCS TEPBBIMU IPHU3HAKAMU IEPEAO3UPOBKHU.
COHNIMBOCTh W/WMJM TPEXOAsIee TOJOBOKPY)KEHHE HAOIIOAAI0TCsA, B YaCTHOCTH, B clydae
COIyTCTBYIOIIEH THUIOSCTPOr€HUU. YMEHBIICHHE J103bl WM BOCCTAaHOBJIEHUE Oojee BBICOKOM
ACTPOrEHU3AlMM  HEMEIJIEHHO YCTpaHsSeT JTH HEeXeJaTellbHble pPEaKluu, HEe CHIKad
TepaneBTHYecKoro 3gdexra mporecTepoHa.

Ecnn kypc nedyeHuss HauYMHAETCS CIUIIKOM PaHO (B MEPBOM MOJIOBUHE MEHCTPYaJbHOTO IIMKIIA,
0COOCHHO 10 15-r0 1HS), BO3MOXHBI YKOPOUYEHHE MEHCTPYaJIbHOTO IHMKJIAa WM alUKINYECKUe
KPOBOTEYECHHUS.

Perucrpupyembie H3MEHEHUSI MEHCTPYaJIbHOTO LIUKJIa, aMEHOPes WM allUKJINYEeCKUe KPOBOTEUECHUS
XapaKTepHbI I BCEX IeCTareHoB.

HpuMeHeHue 6 KIUHUYeCKoU npakmuke

Ilpu nepopanvrom npumernenuu

IIpy npyMeHEHNN B KIMHUYECKOH ITPAKTUKE OTMEUEHBI CIEAYIOIINE HEXKENATeIbHbIE PEAKIUU IIPU
[EpOpPAIbHOM  IMPUMEHEHUM IPOrecTepoHa: OECCOHHMIIA, IPEAMEHCTPYalIbHBIH  CHHJIPOM;
HaNpsHKEHHOCTb B MOJIOYHBIX JKelle3aX; BbIACICHUS U3 Biaraiuuia; 00 B CycTaBax; TUIepTepMus;
IIOBBIIICHHOE IOTOOTJAEICHUE B HOYHBIE YaChl; 3aJCpXKKA JKMJIKOCTH; U3MEHEHHME MAacChl Tela;
OCTpBbIH MaHKpPeaTuT; aJloNeLus, THPCYTU3M; U3MEHEHUS JINOU10; TPOMOO03 U TpOMO0IMOOIHUECKHE
ocnoxxHeHus: (npu npoBeraeHur MI'T B coderaHuum c¢ 3CTporeHcojep:KalluMu IpernapaTamu);
MOBBILIECHUE APTEPUATIBHOTO JABJICHUS.

B cocraB mpemapara BXOAUT COEBOE MAacjo, KOTOPOE€ MOXET BBI3BIBATH  PEAKIIUU
TMIIEPUYBCTBUTENIBHOCTH (KPAaMBHUILY U aHAPUIAKTHUECKUH 1IOK).

Ilpu unmpasacunaivrom 66e0eHUU

Coo01anoch 00 OTAENBHBIX CIy4YasX pa3BUTHUS peaklUii MECTHON HEMEPEHOCUMOCTH KOMIIOHEHTOB
npenapara B BUJIE TUIEPEMHUM CIU3UCTOM OOOJIOUKM BJarajuia, »KEHUs, 3yAa, MacCISHUCTBIX
BbIJIEJIEHUH.

CucreMHble HEXeNaTeIbHbIE pEaKIUU TP HHTPABariHaJIbHOM IPUMEHEHHM IIpernapara B
PEKOMEHAYEMBIX J103aX, B YAaCTHOCTH, COHJMBOCTh WM TOJIOBOKpYXeHHEe (HaOironaemble MpU
[epopaibHOM MPUMEHEHHUH Mpenapara), He OTMEYAINCh.

Coo0111eHre 0 TMOI03PEBAEMBIX HEXKEIATEIBHBIX PEAKIIUIX

BaxHo coo0marh O TOJO3pEBAacMbIX HEXKENATEeNbHBIX PEAaKLUUAX IMOCie  PEerucTpanuu
JIEKapCTBEHHOI'0 Tperapara C Ledbl0 O0ecreueHus: HEeNpPEepbIBHOTO MOHUTOPHHIA COOTHOIICHUS
«I0JIb3a — PHUCK» JIEKAapCTBEHHOro IpenapaTta. MeAMIMHCKUM pPaOOTHUKAM pPEKOMEH]IyeTCs
coO0MIATh O JIOOBIX MO03PEBAEMBIX HEKENIATEIIBHBIX PEAKIMUAX JEKApCTBEHHOrO IpenapaTa 4epes
HaIlMOHAJIbHBIE CHCTEMBl COOOLIEHHS O HEXKENATeNbHbIX pPEaKLUUsAX TOCylapcTB — WICHOB
EBpazniickoro 5KOHOMHUYECKOTO COKO3a.

Poccuiickas @enepanus
®denepanpHas cayk0a o Haa30py B chepe 3apaBoOXpaHEHUS
Anpec: 109012, r. MockBa, CnaBsiHcKast miionianib, 1. 4, ctp. 1
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Tenedon: +7-800-550-99-03 (MOCNEACBATENLHOCT 000

OnexrponHas noura: pharm@roszdravnadzor.gov.ru
Caiit B HHGOPMAIIMOHHO-TEIICKOMMYHHKAIMOHHOM ceTn « THTepHeT:
https://www.roszdravnadzor.gov.ru/

4.9. Ilepeno3upoBka

CHUMIITOMBI

CoHNMBOCTh, MpeXOoAsilee TOJIOBOKPYXKEHHE, 3H(opus, yKOpOUeHHE MEHCTPYallbHOTO IIHKIIA,
JTUCMEHOpesl.

Y HEKOTOpBIX MALMEHTOK CpelHss TepanmeBTHYecKas J03a MOXKET OKa3aThCs Ype3MEepHOW H3-3a
UMEIOIICICS WM BO3HUKIICH HECTaOWMIBLHOW OSHIOTEHHOW CEKPelHU MPOrecTepoHa, 0co0oi
YyBCTBUTEJILHOCTH K IIPerapaTy WK CIUIIKOM HU3KOW KOHIICHTPAIMH 3CTPaInoIa.

Jleuenue

e B Cly4ac BO3HUKHOBEHHUS COHJIMBOCTH WJIM TOJIOBOKPYXEHHUS HEOOXOIUMO YMEHBIIUTh
CYTOUHYIO 7103y WIM Ha3HAYUTh IpPUEM IIpernapara IMepei CHOM Ha mnporsskeHuu 10 nHei
MEHCTPYaJIbHOT'O LIUKJIA;

e B cIyyae YKOPOYEHHUS MEHCTPYaJbHOIO LUKJIA WIH «MaXyLIUX» KPOBSHUCTBIX BBIJECICHHM
PEKOMEHIYETCsI Hauallo JICUEeHUs [IEpeHeCTU Ha OoJiee MO3AHUN JeHb KA (Hanpumep, Ha 19-
it BMecto 17-r0);

L4 B TICpUMCHOIIAY3€ U IIpU MIT B IMOCTMCHOIIAY3¢C HCO6XO,I[I/IMO Y6eﬂI/ITBCH B TOM, 4YTO
KOHIOCHTpAalMA 3CTpaaruojia ABJIACTCA OIITUMAaJIbLHOM.

HpI/I MepEa03UPOBKE IIpHU HCO6XOI[I/IMOCTI/I MMPOBOAAT CUMIITOMATHYCCKOC JICUCHUC.

5. PAPMAKOJIOTMYECKHE CBOMCTBA
5.1. ®apmakoaMHAMHYeCKHe CBOCTBA

dapMakoTeparieBTUYeCKasi TPYIIa: IOJOBBIE TOPMOHBI W MOJYJIATOPHI TIOJOBOH CHCTEMBI;
recTareHbl; IPOU3BOIHBIC IPETH-4-eHa.
Kox ATX: GO3DA04

MexaHu3M ASUCTBUS 1 d)aDMaKOHI/IHaMI/I‘-IeCKI/Ie B(bd)eKTBI

JlefcTBYIOIMM BELIECTBOM Ipenapara sBISETCS CUHTETUYECKHM MpOrecTepoH, MACHTUYHBIA IO
COCTaBYy €CTECTBEHHOMY TOPMOHY KEJITOT0 Tejla SMYHUKA YeoBeKka. CBA3bIBAsCH C pELENTOPaMH Ha
ITOBEPXHOCTH KJIETOK OpPraHOB-MMILEHEW, POHUKAET B sApo, e, aktuBupys JAHK, ctumynupyer
cure3 PHK. CnocoGctByer mepexomy cnm3ucTod 000JI04KM MaTKu M3 ¢a3bl nponudepanuy,
BBI3bIBAEMON  (DOJUIMKYJIIPHBIM TOPMOHOM 3CTPagHOJIOM, B CEKpETOpHyI a3y, a mocie
OIJIOZIOTBOPEHHsSI — B COCTOSIHME, HEOOXOJIUMOE JJsi pa3BUTHUS OIUIOJOTBOPEHHOM SHIEKIETKH.
YMeHbI1aeT BO30yJUMOCTh U COKPAaTUMOCTh MYCKYJIaTypbl MaTKH U MaTO4HbIX TpyO. CriocoOCTByeT
00pa30BaHUIO HOPMAJILHOTO YHJIOMETpUS. CTUMYJIUPYET Pa3BUTHE KOHLIEBBIX 3JIEMEHTOB MOJOYHOM
JKele3bl U UHIyLIUPYET JaKTaIHIo.

CtuMynupyst TpOTEHHIIMIIA3Y, YBEIMYMBAET 3amachl JKUPA; TOBBIMACT YTHIH3AIUIO TIIOKO3HI;
YBEIWYMBAs KOHIIEHTPAIMIO 0a3aJlbHOTO H CTHUMYJHWPOBAHHOTO WHCYJIHMHA, CIOCOOCTBYET
HAKOIUICHHUIO B TIEUEHU TJIMKOTEHA; MOBBIIIAET BHIPAOOTKY TOHAIOTPOMHBIX TOPMOHOB TUMO(H3a;
YMEHBIIIAET a30TEMHUI0, YBEITMYMUBACT BHIBEJICHNE a30Ta MTOYKAMHU.

5.2. apmakoKknHeTHYECKHE CBOIICTBA
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AOcopOLus 1 pacupeneiicHue

IIpu npueme eHympuo

MUKpOHH3UPOBAHHBIN POTeCTEPOH XOPOIIIO BCACKIBACTCS B JKeIyq0uHO-KHIIedHOM Tpakte (JKKT).
KonrnenTpanus mporectepoHa B Iia3Me KPOBHU MOCTETICHHO MOBBIIIACTCS B TCUSHUE MEPBOTO Yaca,
MaKCHMajIbHasi KOHIICHTpaIus B Iia3Me KpoBU (Cmax) OTMedaeTcs depe3 1-3 9 mocie mpuema.
Konnenrpanus nporecrepoHa B rmiaa3me kpou yBenuuusaercs ot 0,13 ur/min no 4,25 ur/mi gepes 1
g, 70 11,75 ar/mi uepes 2 4 u cocrapiser 8,37 Hr/mi yepe3 3 4, 2 Hr/mi uepes 6 4 u 1,64 Hr/mi uepes
8 4 mocne npuema.

IIpu unmpasacunanbHom 8edeHul

AOcopOIMsT TPOUCXOTUT OBICTPO, BBICOKAsh KOHIEHTpAIMs IMpPOrecTepoHa B IJIa3Me KPOBHU
Habmoaercs yepes3 1 yac mocine BBeaeHUs. Cmax IPOrecTepoHa B IIa3Me KPOBH JIOCTUTaeTCs uepe3
2—6 u nocne BBeaeHusd. [Ipu BBenenuun 100 mr 2 paza B CyTKM CpeAHsisi KOHLIEHTpALUs B IlJIa3Me
KpOBHU COXpaHseTcst Ha ypoBHe 9,7 Hr/mut B Teuenue 24 4. [Ipu BBegeHuu B 1o3ax 6omnee 200 mr/cyT,
KOHIICHTpPALUS IPOreCTEPOHA COOTBETCTBYET I TpuMecTpy 6epemenHocTH. CBsi3b ¢ OeKaMu MIa3mMbl
—90%. [IporecrepoH HaKamIMBaeTCs B MATKE.

Buorpancdhopmarus

Ilpu npueme 6nympo

OCHOBHBIMH METa0OJIMTAaMH, KOTOPBIE ONPEACISAIOTCS B IIa3Me KpoBH, sBIstOTCS 20-anbda-
T'HJIPOKCHU-1eNbTa-4-ab(a-NperHaHoiIoH U S-aiab(a-aUuruapornporecTepoH.

Ilpu unmpaesacunanbHom eeedeHuu

MeTtabonuzupyercsi ¢ 00pa3oBaHHEM MPEUMYIIECTBEHHO 3-anbda, S-Oera-mperHaHaunoia.
Konnenrpanus 5-6era-nperHaHoioHa B IIa3Me KPOBH HE YBEINYHBACTCSI.

ONIMMUHAIMSA
IIpu npueme 6Hympo

BriBoguTces noukaMu B BUjie METAOOIUTOB, 95% U3 HUX COCTABIAIOT INIIOKYPOHKOHBIOTMPOBAHHBIE
MeTaboIMThI, B OCHOBHOM 3-aibda, 5-0era-nperHananon (IperHaHauoH). YKa3aHHbIe METa0O0IUTHI,
KOTOpBIE ONpEAESIOTCS B MJa3Me KPOBHU M B MOY€, aHAJIOTUYHBI BellecTBaM, 00pa3yroummces npu
(U3MOIOrMUECKO CEeKpEeLUH KeJIToro Tena.

I1pu unmpasazunanvHom eéedenuu

BriBoguTcss moukamMu B BHUAE META0OJMTOB, OCHOBHYIO YacCTh COCTaBisieT 3-anbda, S-Oeta-
MperHaHANoN (MIPETHAHANOH ). DTO MOATBEPKIACTCS MOCTOSHHBIM MOBBIIIEHUEM €T0 KOHIIEHTPAIUK
(Cmax = 142 ur/mn gepes 6 4).

6. PAPMAIIEBTUYECKHUE CBOMCTBA
6.1. Ilepeuenb BcnoMoraTe/ibHbIX BelIECTB

CoeBoe Macio OUHIIEHHOE
CopOutana moHounaypar (cras 20)
Cocmas o6on0uxu kancyn:
Kenatun

I'muuepon

Twurana quokcun

6.2. HecoBMecTHMOCTD
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He npumenumo.

6.3. Cpok rogHocTH (CPOK XpaHeHMs)

3 roxa.

6.4. OcoOble MepbI NPEAOCTOPOKHOCTH IPH XPAHEHHUH

XpaHUTh B 3alIMIICHHOM OT CBETa MECTE MpHU TeMIiepaType He Boiie 25 °C.
6.5. XapakTep u coaep:kaHue YIAaKOBKH

IlepBryHas ynakoBKa JSKapCTBEHHOIO IIpenapara

s 0ozupoexu 100 me:

ITo 10, 14 wnm 15 kancyn B KOHTYPHYIO STYEHKOBYIO YIIAKOBKY M3 TJICHKH MOJTMBUHWIXJIOPUIAHON U
(boNbIru AIIOMUHUEBOH MEYATHOM JTaKUPOBAHHOM.

s 0ozuposxu 200 me:

ITo 7, 10, 14 wnu 15 kancyn B KOHTYPHYIO SU€HKOBYIO YIIaKOBKY U3 IVIEHKU [TOJIMBUHUIXJIOPUIHON
1 (OJIBIU aTIOMUHHUEBOI M€4aTHON JTAKMPOBAHHOM.

BTODHqHaH YIIaKOBKa JICKApCTBCHHOTI'O ITpCIiapara

s 0ozupoesxu 100 me:

IIo 1, 2 win 3 KOHTYpPHBIX SYEWKOBBIX YMakoBKM mo 10 Kamcya BMECT€ C HHCTPYKLUHEH IO
MEIMIMHCKOMY IPUMEHEHHUIO NOMEINAIOT B MAaYKy M3 KapToHa. Ha mauky MOKET HaKIeUBaTbCsS
caMOKJIesAlIasicsl ATHUKETKa C MapKUpPOBKOM M3 OyMaru OSTUKETOYHOW WM NHUCYEH, WIM U3
IIOJINMEPHBIX MaTEPUAIIOB.

[To 2 KOHTYpHBIX SYEWKOBBIX YHAKOBKU IO 14 Kamcyi BMECTE€ ¢ MHCTPYKLUMEH IO METULMHCKOMY
IIPUMEHEHHUIO IOMEIIAIOT B MAauKy M3 KapToHAa. Ha mayky MOKET HaKJIEHBATbCSA CaMOKIEALIAsACS
ATHKETKA C MapKUPOBKOM U3 OyMaru STUKETOYHON MM MUCYEH, NN U3 MOJIMMEPHBIX MaTepUaoB.

ITo 1, 2 win 6 KOHTYPHBIX SYEMKOBBIX YMAaKOBKM MO 15 Kamcyn BMecTe ¢ MHCTPYKLHEH IO
MEAUIIMHCKOMY IPUMEHEHHUIO MOMEIAT B MaykKy U3 KapToHa. Ha mauky MoOXKeT HakJIeuBaThCs
CaMOKJIesIIascsl STUKETKAa C MAapKUPOBKOM M3 Oymard S3TUKETOYHOW WIM NHUCUel, Wiau U3
MOJINMEPHBIX MaTEPHUAIIOB.

s 0osupoexu 200 me:

[To 2 KOHTYpHBIX SYEMKOBBIX YIMAKOBKHU IO 7 KaICysl BMECT€ C MHCTPYKLUHUEH MO MEAUIIMHCKOMY
IIPUMEHEHHUIO MIOMEIIAIOT B MAauKy M3 KapToHAa. Ha mayky MOKET HaKJIEMBATbCSA CaMOKJIIEAIIAsACs
ATUKETKa C MapKUPOBKOM U3 OyMaru STUKETOYHON MM MUCYEH, NN U3 MOJIMMEPHBIX MaTepUaoB.

Ilo 1, 2 wim 3 KOHTYpHBIX SYEHWKOBBIX YNAaKoBKM 1o 10 kamcyn BMECTe ¢ MHCTPYKLIHMEW IO
MEAUIIMHCKOMY IPUMEHEHHUIO MOMEIAT B MaykKy U3 KapToHa. Ha mauky MoOXKeT HakJIeuBaThCs
cCaMOKJIesIIasicsl STUKETKAa C MAapKUPOBKOM M3 Oymard STUKETOYHOW WIM NHUCuUel, WM U3
MOJINMEPHBIX MaTEPHAJIOB.

Ilo 1 xOHTYpHOH A4YEMKOBOW ymakoBKe MO 14 Kamcyn BMeCTE ¢ MHCTPYKLIMEW MO METUIIMHCKOMY
MIPUMEHEHUIO MOMEIAl0T B MayKy M3 KapToHa. Ha mauky MoOXKeT HaKJIenBaThCs CaMOKJIESAIIAsCs
ATHKETKa C MAPKUPOBKOI U3 OyMaru STUKETOUYHON WM MHCYEH, WK U3 MOJIMMEPHBIX MaTepHUajoB.

ITo 1, 2, 3 nin 6 KOHTYpHBIX SYEHKOBBIX YHNAKOBKHM IO 15 Kamcyn BMecTe ¢ MHCTPYKLIMEN IO
MEIULMHCKOMY IPUMEHEHMIO ITOMEIIAIOT B MAauKy M3 KaproHa. Ha mayky MOKeT HaKIeUBaTbCA
camMoKJiesasicsi ATHKETKa C MapKHpPOBKOM M3 OyMaru OSTUKETOYHOW WM NHUCYeH, WIH U3
MIOJIMMEPHBIX MaTEPUAIIOB.
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6.6. OcoOble Mepbl MPEIOCTOPOKHOCTH NMPH YTHIH3ALUM %Eg%ﬂgd%gﬁioﬁ%ﬂgﬁr&ﬁ'eﬂmb

npenapara MM OTXO0H0B, MOJYYEHHBIX MOC/Je NMPUMEHEHHs JIEKAPCTBEHHOI0 Mpenapara, u
Apyrue MAHMIYJISLHMU € NIPenapaTom

Oco0ble TpeOoBaHUs OTCYTCTBYIOT.

7. AEPKATEJIb PETUCTPAIMOHHOI'O YJIOCTOBEPEHUSA

Poccuiickas ®@enepanus

000 «DapmacunTte3-TroOMEHb)

625059, TromeHckas 00:1., T. TroMeHb, TpakT Bemmkanckuit 7 kM, 1. 2
Ten.: 8 (345) 239-38-56

Anpec 37eKTpoHHO# mouThl: info-pst@pharmasyntez.com

7.1. [IpencraBuTe b Aep:KaTesisi PerucTPAIMOHHOI0 YA0CTOBEPEeHUs

IIperen3un norpeduTene HaupaBIATh 110 aAPECY:

Poccuiickas @enepanus

000 «PapmacunTe3-TrOMEHBY

625059, TromeHnckas 00:1., . TromeHb, TpakT Benmkanckuit 7 km, 1. 2
Ten.: 8-800-100-15-50

Anpec anekTpoHHOU ouThl: info-pst@pharmasyntez.com

8. HOMEP (HOMEPA) PETUCTPAIIMOHHBIX YIOCTOBEPEHHUI

9. KATEI'OPUSA OTITYCKA JIEKAPCTBEHHOTI' O ITPEITAPATA
JlekapcTBeHHBIN MTpenapaT OTHOCUTCS K KaTETOPUH OTITyCKa 10 PELenTy.
OO01mas xapakTepucTUKa JieKapcTBeHHOro mpemnapara s KeHc mpo HOCTyMHA B €IMHOM peecTpe
3apETUCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB EBpa3uiickoro 3KOHOMHYECKOTO COr03a M Ha

oduIHMaTEHOM caiite YHIOJTHOMOYEHHOTO oprana (axcrepTHOM OpTraHHU3aIIH)
https://Ik.regmed.ru/Register/EAEU_SmPC.
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