COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 27.05.2025 N= 13403

vHCTPYKImg  \[TOCTIEACBATENEHOCTS 0002)

10 MEJUIIMHCKOMY ITPUMEHEHUIO JIEKAPCTBEHHOI'O IIPEITAPATA

HasKenc® npo

PerncrpanuoHHblii HOMep:

Toprosoe naumenoBanue: JJusKenc® npo

MeskayHapoaHOe HEIATEHTOBAHHOE HAMMEHOBAaHHe: [IPOreCTEPOH

JlexkapcTBeHHas (popMa: KarcyJibl

Cocras

1 kancyna conepKur:

Heticmeyrowee geujecmeo: 1000 e 200,0 Mt
[Iporectepon

Bcnomozamenvuvie eewecmea:
CoeBoe Macjo OYHIICHHOE 198,0 mr  396,0 Mr
CopOurana moHosaypar (cras 20) 2,0 mr 4,0 mr

Cocmag 0b6on0uku Kancyu.

Kenatun 95,34 mr 190,68 mr

I'muuepon 38,58 mr 77,16 MT

Turana nuokcuy 1,08 mr 2,16 mr
Onucanue

s 0osuposku 100 me: Kpyriable MSTKHE >KEJIATHHOBBIE KarlCyibl O€JIoro WM MOYTH Oeoro ¢
KEJITOBATHIM WJIM KOPHUYHEBATHIM OTTEHKOM I[BETA CO IIIBOM.

Jna 0ozupoexku 200 me: OBaJIbHbIE MSTKHE EJIATUHOBBIE KaIlCyJbl OE€JIOro WM MOYTH OeNnoro c
’KEITOBAThIM WJIM KOPUYHEBATBHIM OTTEHKOM IIBETA CO IIIBOM.

Cooepatcumoe kancyn. MacIITHUCTas CyCIIeH3HUsl OEJI0T0 UK TTOYTH O€JIoTo IBETA.

d)apMaKOTepaneBaneCKaﬂ rpymma: IIO0JIOBBIE TOPMOHBI W MOIYJIATOPBI IMOJIOBOM CHUCTCMBEI,
recrarcHnl, MIpOMU3BOJHBIC nperH-4-eHa.

Kon ATX: GO3DAO0A4.
®APMAKOJIOTTYECKHE CBOMCTBA

Dapmarkoounamuxa

JICWCTBYIONUM BEIIECTBOM Iperapara sIBISETCS CHHTETHYECKHH NMPOTeCTEPOH, MISHTUYHBIN 10
COCTaBY €CTECTBEHHOMY TOPMOHY JKEJITOTO Tella sIMYHKUKa YenoBeka. CBA3BIBAsCH C pelenTopaMu Ha
ITOBEPXHOCTH KJIETOK OPraHOB-MMILEHEW, IPOHUKAET B sApo, e, aktuBupys JAHK, ctumynupyer
cure3 PHK. CnocoGctByer mepexomy cnu3ucToil 000JI04KM MaTKU M3 ¢a3sl nponudepanuu,
BbI3bIBAEMON  (POJUTUKYJIIPHBIM TOPMOHOM 3CTPaJHOJIOM, B CEKpeTOpHyIO0 a3y, a mocie
OILJIOZIOTBOPEHHSI — B COCTOSIHUE, HEOOXOIMMOE /ISl Pa3BUTHS OIUIOMOTBOPEHHOU SHIEKIECTKH.
YMeHbI1aeT Bo30yIMMOCTh U COKPAaTUMOCTb MYCKYJIaTYypbl MAaTKA M MAaTOYHBIX TpyO. CriocoO6cTBYyeT
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JKeJe3bl U UHAYLUPYET JaKTaLHIO.

CtuMynupysi TpOTEHHIIMIIA3Y, YBEIMUYMBAET 3amachl >KUpA; IOBBIMAET YTUIM3AIUIO TIIOKO3bI;
YBEIMYMBAs KOHIIGHTpAlUIO 0a3aJbHOTO H CTUMYJHUPOBAHHOTO WHCYJWHA, CIIOCOOCTBYET
HAKOIUICHHUIO B TEUEHU IIMKOTeHa; MOBBIIIACT BHIPAOOTKY TOHAIOTPOMHBIX TOPMOHOB TUIO(H3a;
YMEHBIIIAET a30TEMHUI0, YBEJIMYUBAET BHIBE/ICHUE a30Ta MOYKAMH.

@apmakommemm(a

AOcopOuus U pacipeaenacHue

IIpu npueme Hympo

MuKpOHU3UPOBAaHHBIN IPOTECTEPOH XOPOIIO BCACHIBAETCS B JKelyJouHO-KUIIeyHOM Tpakte (JKKT).
KonnenTpanus nporectepoHa B Iia3Me KpOBHU MOCTETIEHHO MOBBIIIACTCS B TEUEHUE MEPBOrO Yaca,
MakcHUMajbHas KOHIEHTpauus B miaazMe KpoBU (Cmax) OTMedaeTcsa uepe3 1-3 u mocie mnpuema.
KoHnnentpanus nporecrepoHa B miazMe KpoBu yBeauuuBaetcs ot 0,13 ur/miu g0 4,25 ar/mi uepes 1
g, 10 11,75 ar/mn yepe3 2 4 u cocrapinset 8,37 Hr/mut uepe3 3 4, 2 Hr/mit uepe3 6 9 u 1,64 Hr/mi yepes
8 4 mmocJe mpuema.

Ilpu unmpasacunanbHom eeedeHuu

AOcopOumsi MPOUCXOTUT OBICTPO, BBICOKAS KOHIICHTPAIMSA MPOTrecTepoHa B IUIa3ME KPOBH
HaOmonaercs yepe3 1 gac mocine BBeaeHUS. Cmax IPOreCTEPOHA B IJIa3Me KPOBH JIOCTHTASTCS Yepe3
2—6 4 nocne BBeneHud. [Ipu BBenenun 100 mr 2 pa3a B CyTKU CpeAHsisi KOHLIEHTPALUs B IJIa3Me
KpPOBH COXpaHseTcsl Ha ypoBHE 9,7 Hr/Mn B TeueHue 24 4. [Ipu BBenenuu B no3ax 6osee 200 Mr/cyT,
KOHIIEHTpalUs MPOrecTepoHa cOOTBETCTBYET | TpumecTpy 6epemeHHOCTH. CBSA3b ¢ OeIKaMU I1a3Mbl
—90%. [IporecrepoH HaKarJIMBAETCs B MaTKeE.

EI/IOTDaHCd)ODMaHI/IH

IIpu npueme enympuo

OcCHOBHBIMU MeETa0OJIUTAMHU, KOTOPBIE OINpPEAENsAIOTCA B Ia3Me KpoBH, sBistoTcs 20-anmbda-
THAPOKCH-NIETbTa-4-amb(ha-MperHaHoIoH U S-anbga-aIUuruIpornporecTepoH.

I1pu unmpasazunanvHom eéedenuu

Merabonu3upyercs ¢ 0oOpa3oBaHMEM TIPEUMYIIECTBEHHO 3-anb(a, S-Oera-nperHanauoa.
Konnentpanus 5-0eta-nperHaHoyioHa B mia3Me KPOBH HE YBEIUYUBACTCS.

OnUMUHALNS
IIpu npueme eHympo

BriBoguTCcs moukamu B BUI€ METa00IUTOB, 95% M3 HUX COCTABISIOT TIIOKYPOHKOHBIOTUPOBAHHBIC
MeTaboIHTHI, B OCHOBHOM 3-aibda, 5-0eta-nmperHananon (IperHaHauoH). YKa3aHHbIE METa0OIUTHI,
KOTOPBIC OMPEACIISAIOTCS B IJIa3Me KPOBH U B MOYE, aHAJIOTUYIHBI BEIIECTBAM, 00Pa3yIOMUMCS TTPH
(U3HOTOTHYECKON CEeKPELIUU KENTOro Tena.

Ilpu unmpasazunanbHom eedeHuu

BriBoguTCS TOYKaMH B BHJIE METAa0OIUTOB, OCHOBHYIO YacTh COCTaBisieT 3-anbda, S5-OeTa-
MPETHAHANOJI (HpeFHaH}II/IOH). 9T10 MOATBCPKAACTCA MOCTOAHHBIM IMOBBIICHUEM €I'0 KOHICHTPAIUN
(Cmax = 142 ur/mi gyepes 6 u).

INOKA3AHUSA K IPUMEHEHUWIO

Ipenapar JInsXKenc® npo ToKkasaH K TOPUMEHEHHIO Yy  B3POCHBIX  JKEHIIMH  IIPH
MPOTeCTEPOHIC(PUITUTHBIX COCTOSTHHSIX.
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(NOCNEQOBATENEHOCTE 0002)

YTPOXKAIOIIUH a00PT Wi MPEIYTIPESKACHNAE IIPUBBIYHOTO a00pTa BCIISICTBUE HEAOCTATOUHOCTH
MIPOTeCTEPOHA;

Oecrutoine BCIIEACTBUE JIFOTEHHOBOM HEJOCTATOUHOCTH;

MPEIMEHCTPYIBHBIA CHHIIPOM;

HapyIIECHUS] MEHCTPYaJIbHOTO IMKJIA BCIICACTBUE HAPYIICHHUSI OBYJISIIIAN VJTH aHOBYJISIIHMH;
(hbuOPO3HO-KUCTO3HAS MACTOIIATHS;

MIEPUOJT MEHOTIAY3aJIbHOTO TIePEX0/1a;

MeHoTay3alibHasl (3aMecTuTeNbHas) TopMoHanbHas Tepanust (MI'T) B mepu- u mocTMeHonayse
(B COUETAaHMHU C ICTPOTECHCOACPIKALTMMH MTPETIapaTamMH).

I[.]'[ﬂ HHTPABATHHAJILHOTO IIPUMEHCHUS

MI'T B ciywae nepuuuTa mporecTepoHa NpU HEYYHKIHMOHUPYIOMHUX (OTCYTCTBYIOIIHX)
SIMYHAKAX (IOHOPCTBO SUIEKIICTOK);

npenynpexaeHue (MpopuiIakThKa) MPeKIeBPEMEHHBIX POJIOB Y JKEHIIMH U3 TPYMIbl pucka (¢
YKOPOUYCHHEM HICWKH MAaTK{ W/WIIM HAJIMYMEM aHAMHECTHUYECKHX JaHHBIX MPEXIEBPEMEHHBIX
POJIOB W/MIIK TIPEKIEBPEMEHHOTO pa3phiBa IJIOIHBIX 000JI0UEK);

MOAJEPKKA JIOTEMHOBOW  (a3pl BO BpeMs MOJITOTOBKA K  JKCTPAKOPIOPATLHOMY
OILJIOIOTBOPEHUIO;

MOJIICPIKKA JTFOTEMHOBOM (pa3bl B CIIOHTAHHOM WJIM MHTyIIMPOBAaHHOM MEHCTPYaJIbHOM ITUKIIC;
IIpEKIEBPEMEHHAS. MEHOTIAY34;

MI'T (B coueTaHuu ¢ 3CTPOTCHCOAEPKAIIMMH MperapaTamMu);

Oecriioiue BCIEICTBUE JIIOTEMHOBOM HETOCTaTOUHOCTH;

yTPOXKAIOUINI a00OpT WK MPeIyIpexAeHUEe TPUBBIYHOTO a00PTa BCIEACTBUE HETOCTATOUHOCTH
IIPOrecTEpPOHa.

ITPOTUBOIIOKA3AHUA

['unepuyBCTBUTENIBHOCT K IPOTECTEPOHY WM K JI0OOMY M3 BCIOMOTraTeIbHBIX BEILECTB
npernapara.

Tpom603 riy6okux BeH, TpoMOO(IIeOuT.

Tpombosmbonrueckre HapylieHus (TpoMO0IMOO0IHs IErOYHON apTepuu, HHPApKT MUOKapaa,
UHCYJbT), BHYTPUUEPETHOE KPOBOM3IMSIHNE WM HAJIMYUE JaHHBIX COCTOSHUI/3a00neBaHul B
aHaMHe3e.

KpoBoTeueHust n3 BIaraiuiia HesICHOTO TeHe3a.

Henonuerit aGopr.

[Topdupus.

Y cTaHOBIIEHHBIE WM T10/103PEBAaEMbIE 3]I0KaUe€CTBEHHbIE HOBOOOPA30BaHUs MOJIOUHOI sKese3bl
¥ TIOJIOBBIX OPTaHOB.

Tspxenble 3a0oeBaHUs TIEYSHH (B TOM YHCJIE XOJECTaTHUECKas KENTyXa, TeMaTHT, CHHIPOM
Hy6una-JxoHcoHa, PoTopa, 3710kadecTBEHHBIE OMYyXOJIM MEYEHH) B HACTOSIIEE BpeMs WIH B
aHaMHe3e.

Bospact g0 18 ner (B CBA3M ¢ OTCYTCTBHEM JaHHBIX MO 3((HEKTUBHOCTH M O€30MaCHOCTH B
JTAHHOM MOTYJISALIUH).

[lepron TpyIHOTO BCKApMITHBAHUS.

C OCTOPOXHOCTBIO

3a0oJieBaHUS CEPICYHO-COCYAUCTOM CUCTEMBI; apTepUalibHas TUIIEPTEH3US; XPOHUYECKAs ToYeyHas
HE/I0CTaTOYHOCTh; CaxapHblii nualeT; OpoHXManbHas acTMa; SIHJIENCHS;, MUTPEHb; JAEIPECcCHs;
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TUMEPIUIONPOTEHNHEMHUS; HapyIIeHUsT (YHKIUHM MEeYeHU nerQOH'I:ll'c%em'{en 'CTléneHH TIRECTH;
(hOTOIYBCTBUTEIHHOCTb.

[Ipenapar cieayer npuMeHsTh ¢ ocTopoxHOCThIO BO II m Il TpuMecTpax 6epeMeHHOCTH.

INPUMEHEHME BO BPEMSA BEPEMEHHOCTH M B IIEPHOJA TPYJAHOI'O
BCKAPMJIUBAHUAA

[Ipemapat cienyeT mpuMeHsITh ¢ OCTOpoKHOCTHIO BO 11 u Il TprMecTpax 6epeMeHHOCTH H3-3a prUCKa
pa3BUTHS XOJIECTa3a.

HpOFGCTepOH IMPOHUKACT B I'PyAHOC MOJIOKO, TIO3TOMY MNPHUMCHCHUC IIpCIiapaTa MPpOTUBOIIOKA3aHO B
nepuoa rpyaHoro BCKapmJInBaHUA.

CIIOCOB ITPUMEHEHUSA U 103bI

IMepopanbHo

[IpenapaT npuHUMAIOT BHYTPh, BEYEPOM IIE€PE]l CHOM, 3alIUBasi BOJOM.

B GONIBIIMHCTBE CIIyYaeB PH HEJOCTATOYHOCTH IIPOreCTEPOHA CyTOUHas 103a npenapara s Kenc®
npo cocrasisier 200-300 mr, pa3neneHHbix Ha 2 npuema (200 mr Beuepom mnepen cHoMm U 100 mr
yTPOM, IIPH HEOOXOAUMOCTH).

B cayuaax yzposrcaroweco adopma unu 0aa npeoynpexcoeHus NpuevluHo20 adopma
eécneocmeue neoocmamounocmu npozecmepona: 200-600 mr B cytku exeaHeBHo B I u II
TpuMecTpax Oepemennoctu. JanbHelnee npumenenue npenapara JusHKenc® nmpo Bo3MOKHO
10 HA3HAYCHMIO JICYAIeT0 Bpaya Ha OCHOBAHWUU OIICHKH KIMHUYECKHUX JAAHHBIX OCPEMEHHOMU
YKEHUIUHBI.

Ilpu nedocmamounocmu nwomeuno6oi ¢hazvt (IpeIMEHCTPYATbHBIA CHUHIPOM, (UOPO3HO-
KHCTO3HAash MacTOMaTHs, TUCMEHOpes, MepHOJ MEHOMNAay3aJlbHOTO Iepexo/a) CyTOuHas /1032
cocrasisieT 200 wu 400 mr, npuHuMaembix B Teuenue 10 nueit (06braHO ¢ 17-ro mo 26-it 1eHb
IIUKIIA).

IIpu MIT 6 nepumenonayse ua (one mnpuema sctporeHoB mpenapar JsXKenc® npo
npumensiercs 1mo 200 Mr B cyTKu B TeueHue 12 nHei.

Ipu MI'T ¢ nocmmenonayse B HenpepblBHOM pesxuMe npenapar s Kenc® npo npumensercs
B n03¢ 100-200 Mr c mepBoro IHs MpueMa 3CTpOreHcoaepamux mnpenaparos. [lon6op 103s1
OCYIIECTBIISETCS UHIUBUIyaJIbHO.

HNuTpaBarunaabHO

Kancynbl BBOAAT Ii1yOOKO BO Bllarajiuuie.

Ilpedynpescoenue (npogunakmura) npexcoespemenHbix PO008 Y HeeHUUH U3 ZDYRNbL PUCKA
(c ykopoueHueM MK MaTKU U/UITU HATHYMeM aHAMHECTUYECKUX JaHHBIX MTPEKICBPEMEHHBIX
POJIOB W/WJIM TIPEKIEBPEMEHHOTO pa3phiBa MIIOAHBIX 000JI0YEK): 00bIYHAs A03a cocTaisieT 200
MT Iiepes] CHOM, ¢ 22-if no 34-yto Hezenu 0epeMeHHOCTH.

Ilonnoe omcymcmeue npozecmepona y  JHCEHWUH C  HEPYHKUYUOHUDYIOWUMU
(omcymcmeyruwjumu) auyHuKkamu (JOHOPCTBO SHIEKIIETOK): HAa (JOHE Teparnuu 3CTPOreHaMu
o 100 mr B cytku Ha 13 u 14-i1 gau nukia, 3atem o 100 mr 2 pasa B cyTku ¢ 15-ro mo 25-i
JIEHb ITUKJIa, C 26-TO JAHS, U B CITy4ae OnpeaesieHuss OepeMeHHOCTH J103a Bo3pactaeT Ha 100 mr B
CYTKH Ka)1yI0 HEJIENI0, 10CTUras MakcumyMma — 600 Mr B CyTKH, pa3[IelIeHHbIX Ha 3 Ipuema.
VYka3aHHas 1032 MOXKET PUMEHATHCS Ha NPOTsKeHnH 60 THE.
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o [looodepiicka nwmeunosoii azvl 60 epems npoeeden A 'y:lu a Ebkcﬁﬂpgk%pﬂoghﬂbﬁb?o

onnooomeopenusn: pekomenayercs npuMensaTb ot 200 no 600 Mr B CyTKW, HauMHasl CO JHS
MHBEKIUU XOPHUOHUYECKOro roHagorponuna B teuenue I u Il tpumectpa 6epeMeHHOCTH.

o [Tloooepiicka nomeunoeoil gpazpl 6 CHOHMAHHOM WU UHOYUUPOCAHHOM MEHCMPYATbHOM
yukxe npu 6ecnioouu, C6A3aHHOM C HapyuieHuem QYHKYUU Hceamo2o mena: PeKOMEHIyeTcs
npumeHsaTh 200-300 Mr B cyTku, HauuHas ¢ 17-ro n1Hs uukia Ha npotsokeHuu 10 gHel, B ciiyyae
3aJIepP’KKH MEHCTPYaIlUU ¥ TMarHOCTUKUA OCPEMEHHOCTH JICUECHHUE JTIOJDKHO OBITh TTPOJIOIHKEHO.

e B cayuasax yzpoxcaouiezo abopma unu é yensax npeoynpexrcoeHus npuebluHo20 adopma,
BO3HHUKAOIMX Ha (QoHe HemocTtaTouHOCTH mporectepoHa: 200400 Mr B cyTku B 2 mpuema
exxeHeBHO B | u Il TpuMecTpax GepeMeHHOCTH.

C€TH

O¢ddexTuBHOCTE M 0€30MACHOCTh y JAeTeld B Bo3pacTe A0 18 ner He ycraHOBiIeHbI. JlaHHBIE
OTCYTCTBYIOT.

IMOBOYHOE JIEHCTBHUE

HesxenarenbHble HesxenarenbHble peakuuu
peaxmuu,
3aperuCTPUPOBAHHBIC
B KITMHUYIECKHIX
UCCIICIOBAHUSIX TIPH
epOpaTLHOM
MPUMCHEHHUH
MIPOTeCTEePOHa,
pacrpenenenbl 1o
CHUCTEMHO-OPTaHHBIM
KJIaccaM C yKa3aHUueM
WX YaCTOTHI COTIIACHO
pPEKOMEHIALIUAM
BO3: yacro (>1/100,
Ho <I1/10); HewacTo

qacTo HEYaCcToO pPEAKO O4YCHBb PCAKO

(=1/1000, HO

<1/100); peako

(=1/10000, HO

<1/1000); OYEHb

penxo

(<1/10000).Cucrema

OpraHoB

Hapywenus co KpanuBHULA
CMOPOHbL  UMMYHHOU

cucmemul

Icuxuueckue Jenpeccust
HapyuieHus

Hapywenus co | rojoBHas 00Jib COHJIUBOCTb,

CMOpPOHbL  HEPBHOU pexoasIee

cucmemul rOJIOBOKPY>KEHUE

Hapywenus co | B3IyTHE )XUBOTa | pBOTa, JMapes, | TOIIHOTA

CMOpPOHbL 3armop
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JHCENYOOUHO-

Kuieurnoco mpaxkma

Hapywenus co XOJIECTaTUYeCKas

CMOpPOHbL NeveHu U KeENTyxa

HCENUEBLIBOOAUJUX

nymeii

Hapywenus co 3yJ, aKHe xJioazMa

CNMOPOHbL  KOJHCU U
NOOKOJICHBIX MKAHel

Hapywenus co | HapylUIeHUS MacCTOJUHUS
CMOpOHbL MEHCTPYaJIbHOTO
PenpoOyKmuHoU LUKJIa,
cucmemul u | ameHopes,
MOJIOUHBIX Jicenie3 aIMKINYecKue

KPOBOTEUECHUS

COHIMBOCTB, MNPEXOJSIIEE TOJIOBOKPYKEHHE BO3MOXKHBI, Kak NpaBWwio, depe3 1-3 4 mocie
MepopaIbHOTO MpUeMa mpenapara. JlaHHbIE HEXKeNaTeIbHBIE PEAKIMA MOTYT OBITh YMEHBIIEHBI
IIyTeM CHWXXEHHs J03bl, NPUMEHEHUEM IIpernapara IepeJ CHOM WM IEepexXoJOoM Ha
WHTPABarMHaJbHbIN ITyTh BBEJICHUS.

OTU HeXenaTelbHble PEaKlUu OOBIYHO SIBISIOTCS TEPBBIMU TMPU3HAKAMU TMEPEAO3HUPOBKU.
COHITMBOCTD W/WJHM TPEXOASIIee TOJOBOKPY)KEHHE HAOIIOMAI0TCsA, B YAaCTHOCTH, B Clydae
COIMYTCTBYIOIIEH THUMOSCTPOTCHUU. YMEHBIICHHE J103bl WM BOCCTAaHOBIEHUE Oojee BBICOKOM
ACTPOrEHU3AIMN HEMEIJIEHHO YCTpaHsSeT »dSTU HEXKeJaTeJbHbIe PEaKlUh, HEe CHIDKas
TepaneBTHYecKoro 3gdexra mporecTepoHa.

Ecnu kypc nedeHuss HauMHaeTCs CIMIIKOM PAaHO (B MEpPBOM MOJOBMHE MEHCTPYaJIbHOTO IUKIIA,
0c00eHHO 10 15-ro nHs), BO3MOXHBI YKOPOUYEHHE MEHCTPYaJbHOIO LMKJIA WU alUKIMYECKUE
KPOBOTEYECHHUSI.

Perucrpupyembie H3MEHEHNsI MEHCTPYaJIbHOIO LIMKJIA, aMEHOPES WM allUKJINYECKUE KPOBOTECUEHHUS
XapaKTepHbI JJIs BCEX FeCTareHoB.

HDMM@H@HM@ 6 KIUHUYECKOU npakmuke

HpI/I IIPUMCHCHUHA B KIIMHUYECKON IMPAKTUKE OTMCUYCHEI CIICAYIOIIUC HCKCIIATCIIBHBIC PCAKIIUN ITPH
NepopajbHOM NPUMEHEHUHM TIIPOrecTepoHa: OECCOHHUIA; MPEIMEHCTPYAlbHbIM CHHIPOM;
HAIMps>KCHHOCTDb B MOJIOYHBIX KCJIC3aX; BBIACICHUA U3 BJlarajviia, 0oiu B CyCTaBax; rMICPTCPMUs;
MOBBIIIEHHOE TMOTOOT/AETICHNE B HOYHBIE Yachl; 3aJep)kKKa >KUAKOCTH; M3MEHEHHE MacChl Tena;
OCTpPBIN MMAHKPEATHUT; aJIONELHs], THPCYTU3M; U3MEHEHUSI INON10; TpoMOO3 1 TpoMO0IMOO0INYECKHE
ocioxHeHus (mpu mpoBeaeHun MI'T B couyeTaHumum C 3CTPOreHCOAEPXKAIMMHU IpenapaTamiu);
TIOBBIIIEHUE aPTEPHATILHOTO JIaBJICHUS.

B cocraB nmpenapara BXOOUT COEBOE Maclo, KOTOPOE MOXET BbI3BIBATH  PEAKIUU
TUNEePYYBCTBUTEIBHOCTHU (KPAUMBHUILY U aHA(PUIAKTUYECKUH 1110K).

IIpu nHTpaBarMHaILHOM BBeJIeHUU

Coo06manock 00 OTACIBHBIX CIIydasX pa3BUTHS PEAKIIM MECTHON HEMEPEHOCHUMOCTH KOMITOHEHTOB
mpernapata B BUAE THICPEMUU CIU3UCTOM OOOJIOUKH BIArajuina, >KKEHHS, 3yJa, MaCISTHHCTHIX
BBIJIEJIEHUMH.

CucreMHBIC HEXKEIATCIIbHEIC p€aknuu TIIpHU HUHTPAaBArvHAJIBHOM TIPUMCHCHUU IIpCliapaTa B
PEKOMEHAYEMBIX 034X, B YaCTHOCTH, COHJIMBOCTL HJIM TOJIOBOKPYIXCHUC (Ha6nI0)1aeMr,1e npu
NnepopaibHOM IMPUMCHCHUN npenapaTa), HEC OTMCYAIUCh.
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NEPE/O3MPOBKA (NOCNEACBATENLHOCTE 000

Cumnmombul: COHIIUBOCTb, NPEXOISIIEE TOJOBOKPYKEHUE, dii(opusi, yKOpOuUeHHE MEHCTPYalIbHOIO
LUKJIA, AUCMEHOPES.

VYV HEKOTOpBIX MAIMEHTOK CPEIHsSA TEparneBTUYECKas J03a MOXKET OKa3aThCs Ype3MEpHOM H3-3a
MMCIOIICHCS WM BO3HHUKIICH HECTAOWJIBHOW DSHJIOTCHHOM CEKpelUH IIPOrecTepoHa, 0co0oi
YYBCTBUTEIBHOCTH K IIpeNapary WK CIUIIKOM HU3KON KOHIIEHTPAIMH 3CTPAINOIIA.

Jleuenue:

e B Cllyyac BO3HUKHOBEHHUS COHJIMBOCTU WJIM TOJOBOKPY)KEHHUS HEOOXOAMMO YMEHBIIHUTH
CYTOUHYIO /03y WIM Ha3HAUUTh MpHUEeM IIpernapara Iepel CHOM Ha mnporsbkeHuu 10 nHei
MEHCTPYaJIbHOT'O 1IUKIIA;

° B ClIydaC YKOPOUYCHUSA MCHCTPYAJIbHOI'O HHUKJIA UIIU «MAXYHIUX» KPOBAHUCTBIX BBII[GJIGHI/Iﬁ
PEKOMEH/IyeTCsl HAadaJlo JICYCHHs MepeHecTH Ha Oosee MO3THHMK JIeHb IuKiIa (Hampumep, Ha 19-i
BMecTO 17-ro);

e B nepuMeHonayze u npu MI'T B moctmeHomay3e HEOOXOAMMO YyOEOUTHCS B TOM, UTO
KOHLEHTpaLUs 3CTPaguoa ABJIAETCS ONTUMAJIbHOM.

[Ipu nepeno3upoBke npy HEOOXOJUMOCTU IPOBOAAT CUMITOMATUYECKOE JICUCHUE.
B3AMMO/IEMCTBHUE C IPYT'UMH JEKAPCTBEHHBIMU CPEJICTBAMHA

IIpu nepopajibHOM NPpUMEHEHUHU

[IporectepoH ycuiaMBaeT MACWCTBUE JUYPETUKOB, THIIOTEH3UBHBIX JIEKAPCTBEHHBIX CPEJCTB,
MMMYHOJICTIPECCAHTOB, AHTUKOAryJITHTOB. YMEHBIIACT JIAKTOTeHHBIH 3((eKT OoKcHuToUuHA.
OnHOBpeMEHHOE MPUMEHEHUE C MpernapaTaMu-UHIyKTOPAMU MUKPOCOMANIbHBIX ()EPMEHTOB IMEUEHU
CYP3A4, takumm Kak OapOuTyparbl, MNPOTHBOAIHMICHTHYECCKHE Npenapatsl ((QEHUTOUH,
kapOamazenuH), pudaMnuiut, GeHnn0yTa3oH, CIIUPOHOIAKTOH, IpU3e0(yIbBIH, COIIPOBOXKAAETCS
YCKOpPEHHEM MeTab0IM3Ma MPOTrecTepOHa B TICUCHH.

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

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

IIporectepoH MOKET NOBBIIIATH KOHIIEHTPALMIO KETOKOHA30J1a U IUKJIOCIIOPHHA.
[IporectepoHn MokeT CHU3UTD 3P(HEKTUBHOCTH OPOMOKPUIITHHA.

HpOFCCTepOH MOXKET BbI3BATb CHUXXCHHUC TOJICPAHTHOCTU K TJIFOKO3€, BCJICACTBUC YCTO —
YBCIINYUNBATH HOTp€6HOCTI) B MHCYJIMHEC UJIN APYTUX THIOTTIMKEMHUYCCKUX IMpeIiaparax y nanucHTOK
C CaXxapHbIM )II/I3.6CTOM.

buonocTynHOCTh MporecTepoHa MOXKET ObITh CHHKEHA Y KypAIIUX MAlMEHTOK U MPU Ype3MEPHOM
yIOTPeOICHUN AJIKOTOJIS.

IIpu nHTpaBarMHAJILHOM NPUMEHEHUH

B3aumoseiicTBue mporecTepona ¢ IpyruMu JE€KapCTBEHHBIMHU CPEJICTBAMU MIPU HHTPABATMHAIEHOM
NPUMEHEHUH He oneHuBanock. Crenyer u30eratb OJHOBPEMEHHOTO TPUMEHEHHS JPYrux
JIEKapCTBEHHBIX  CPEACTB, NPHUMEHSEMBIX HMHTpPaBarMHAIbHO, BO M30€KaHUE HAPYIICHUS
BBICBOOOKIEHUS U aOCOPOITMU TTPOTeCTEPOHA.
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IIporecTrepoH HENb3sl MPUMEHSATD C LEIbI0 KOHTPALEIILUN.

[Tpenapar Henb3st HPUHUMATh BMECTE C MHIIEH, TaK KaK IPUEM MUY YBEIHYUBAET OHOT0CTYITHOCTD
IPOTreCTEePOHa.

[Iporecrepon creayeT NPUHUMATh C OCTOPOXKHOCTBIO Yy TMAalMEHTOK C 3a00JIEBaHUSIMU U
COCTOSIHUSIMH, KOTOPBIE MOTYT YCYTyOIAThCS IPH 33A€PKKE )KUAKOCTH (apTepuaibHasi TUIIepTEeH3us,
CepJICYHO-COCYIUCThIE 3a00JeBaHUs, XPOHHYECKas IOYeYHas HeIOCTaTOYHOCTh, SIUJICTICHUS,
MUTPEHb, OpOHXHMAJbHAsE aCTMa); Y MAIlMEHTOK C CaXapHbIM JHa0eTOM; HapyIICHUSIMU (YHKIUU
MEYEeHHU JIETKON U CpeHeN CTENEeHH TSHXKECTH; (POTOUYBCTBUTEIBHOCTBIO.

HeobxoauMo HabmonaTh 3a MALMEHTKAMH C JIEIPpECCHEd B aHaMHe3e, M B Cllydae pa3BUTUS
JETIPECCUU TSKEJIOHN CTeNeHN HE0OX0IMMO OTMEHHTD IIpernapar.

HaI_II/IeHTKI/I C COIIYTCTBYIHOIIMMU CCPACUYHO-COCYANCTBIMU 3a00JIeBaHUSIMH WM HAJd4YdeM HX B
AHAMHE3EC JOJIKHBI TAKXKE IIEPUOANICCKHU Ha6JHO,Z[aTBCH BpadoM.

[Tpumenenue nporectepoHa rnociue I puMectpa 06epeMeHHOCTH MOKET BBI3BATh PA3BUTHUE XOJIECTa3a.

IIpy 1IUTENBHOM JICUEHUM MPOreCTEPOHOM HEOOXOAHMMO PEryJsipHO IMPOBOJIUTH METULIMHCKHE
OCMOTpHI (BKJIIOUAs McciieloBaHUE (DYHKUUU [E€YEHM); JIEUEHHE HEOOXOAMMO OTMEHHUTH B Cllydae
BO3HUKHOBEHHUS OTKJIOHEHMH OT HOPMAJbHBIX MOKa3aTesied (pyHKUIMOHAIbHBIX NMPOO MEYEHU WU
XOJIECTaTUYECKOM KEITYXH.

[Tpu nmpyMeHEHHH MPOrecTepoHa BO3MOXHO CHIDKEHHE TOJIEPAHTHOCTH K IUIFOKO3€ M YBEIMYCHUE
MOTPEOHOCTH B MHCYJIWHE W JIPYTHX THUIIOTIMKEMHUYECKUX Tperaparax y MaldeHTOK C CaxapHbBIM
MadeToM.

B cnyuae mosBIeHUST aMEHOpPEH B IMPOIECcCe JICUEHUS HEOOXOTUMO HWCKIIOYUTh HATWYHE
OCpEMEHHOCTH.

Ecnu kypc neueHuss HaunHaeTcsl CIUIIKOM PaHO B Hayajie MEHCTPYaJIbHOT'O 1K, 0COOEHHO /10 15-
ro JHS IMKJIa, BO3MOXKHBI YKOPOUEHHS IMKJIa W/MIU alMKIMYecKhe KpoBoTeueHus. B cmyuae
AIMKIIMYECKUX KPOBOTECUEHUW HE CJIeNyeT MPUMEHATHh Mpernapar A0 BBIACHEHHUS WX MPUYUHBI,
BKJIFOYAsi IPOBEICHUE TUCTOJIOTMYECKOTO UCCIIEIOBAHUS SHIOMETPHUSI.

[Tpu HamMuMM B aHAMHE3€ XJI0a3MBbl MJIM CKIIOHHOCTH K €€ Pa3BUTHIO MAIUEHTKAM PEKOMEHyeTCs
n3berath Y ®-061yyeHUs.

Bbonee 50 % ciyuaeB camMmonpon3BOJILHBIX A0OPTOB HA PAHHUX CPOKaxX OEPEMEHHOCTH 00YCIIOBICHO
TeHeTUYECKUMHU HapylieHUusIMU. KpoMe TOoro, mprUYrHON caMONpPOU3BOJIBHBIX a0OPTOB Ha paHHHUX
Cpokax 6€p€M€HHOCTI/I MOT'YyT OBITH I/IH(i)CKIII/IOHHI)IC MpoHECCbl 1 MEXAHUUYCCKHUE IMMOBPCIKIACHHA.
[IpuMeHeHne TporecTepoHa B 3THUX CIydasx MOXKET MPHUBECTU JIMIIL K 3aJEPKKE OTTOPKEHHS U
IBAKyallly HEKUIHECTIOCOOHOTO IJIOTHOTO SHIIa.

[TpuMeHeHHne TporecTepoHa ¢ LENbI0 MPeAyIpekIeHUs YyTPOXKaroIero abopTa onpas/iaHo JIUIIb B
ClIy4dasiX HEIOCTaTOYHOCTH IIPOreCTEPOHa.

IIpn nposenenun MI'T scTporeHamu B NEPHUOJ NEPUMEHONAY3bl PEKOMEHAYETCA NPUMEHEHUE
IIPOrecTEpOHA B TEUEHNE HE MEHEe 4eM 12 qHEeH MEHCTPYaJbHOTO LUKIIA.

IIpn HenpepriBHOM pexxume MI'T B mocTMeHonay3e peKOMEHAYETCsl IPUMEHEHHE Ipenapara ¢
MIEpPBOTO JTHS MpHUEMa ICTPOTEHOB.

IIpu mnposenenun MIT moBBIIIAETCS PUCK Ppa3BUTHS BEHO3HOM TpoMOosMOomuu (TpomOo3a
rIyOOKUX BEH WM TPOoMOOAMOOIMM JIETOYHOM apTepuH), PHUCK PA3BUTUS HIIEMHYECKOIO
UHCYJIbTA, HIIEMUYECKON O0JIE3HH cepAaLa.
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W3-3a pucka pa3BUTHS TPOMOOIMOOTHUECKUX OCII( mHeHHH-rl:ne)l-l HB‘CKE%E 'npam'enerm-'e

Ipernapata B Clly4ae BO3HUKHOBEHUS: 3PUTEIbHBIX HApYyLIECHWM, TakuX Kak IOTeps 3pEHHs,
9K30(TalbM, JIBOGHME B IJ1a3aX, COCYJUCTble IIOPAKEHMsI CETYAaTKH; MUIPEHH; BEHO3HOU
TpOMOOIMOOIUH UM TPOMOOTHUYECKUX OCIOKHEHUH, HE3aBUCHMO OT MX JIOKAJIU3AIUH.

[Tpu Hamuumu TpoMOO(dIeOuTa B aHaMHE3€ MalMEHTKAa JO/KHA HAXOAMTHCSA IO TINATCIBHBIM
HAOJIIOIEHUEM.

[Ipu npuMeHeHHH MPOrecTepOHa ¢ ICTPOTEHCOIEPKALUMU MpernapaTraMyu He00X0UMO 00palaTbes
K MHCTPYKIMSAM O UX IPUMEHEHHUIO OTHOCUTEIBHO PHCKOB BEHO3HON TPOMOOIMOOIINH.

Pesynbrarel kimHMUeckoro uccienoBanuss Women Health Initiative Study (WHI) cCBUACTEIBCTBYIOT
0 HeOOJIbIIIOM TIOBBIICHUHM pPHUCKAa paKa MOJOYHOM JKele3bl NMpH UIMTENbHOM, Ooiee 5 e,
COBMECTHOM TPUMEHEHUHU 3CTPOTCHCOJEPKANIMX MPErnapaToB ¢ CHHTETUYECCKUMH TeCTarcHaMHU.
HeusBecTHO, MMeeTCSl JIM TOBBIMICHUE PUCKA PA3BUTHS Paka MOJOYHOW KeNe3bl Y KCHIIUH B
noctMeHonayse npu mnpoBeaeHun MIT ascrporeHcoiepkamMu TpenapaTaMd B COYETaHUU C
IIPOTECTEPOHOM.

Pesynbratel uccinenoBanust WHI Takke BBISBUIM TIOBBINICHHE PUCKA Pa3BUTHS JCMEHIUH TPU
nayasnie MI'T B Bo3pacte crapiie 65 mner.

[Tepen nauanom MI'T u perymispHo Bo BpeMs IPOBEICHHS KEHIIKMHA 10JKHA OBITH 00CIIeIoBaHa AJis
BBISIBJICHUSI TIPOTUBOIIOKA3aHUM K €€ MpoBeeHnI0. [Ipyu HaMMYuM KIIMHUYECKUX MTOKa3aHUM JOJIKHO
OBITH TMPOBEACHO OO0CIICIOBAHWE MOJIOYHBIX KEJIe3 M THMHEKOJOTHUYeCKHil ocMoTp. [IpuMeHeHme
MPOTreCTEPOHA MOXET BIUATH Ha PE3YJIbTaThl HEKOTOPHIX JIAOOPATOPHBIX AHAIM30B, BKIIIOYAs
nokasareinu (PyHKIHUM TEYEHHU, IUTOBUAHON >KENEe3bl; MapaMeTpbl KOaryJsluu; KOHIICHTPAIUIO
MpEerHa”anoa.

BcnomMorarenbHbIe BENIECTBA

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

Biausinue Ha CHOCOOHOCTD YHIpaBJATb TPAHCHHOPTHBIMHU CPEACTBAMUA H MEXaHU3MaMHU

[Ipu mnepopaJibHOM TNpPUMEHEHUHW TMpenapara HEOOXOAMMO COONIOAATh OCTOPOXKHOCTH IMPH
YHOpaBJICHUN TPAaHCHIOPTHBIMU CPEACTBAMU U 3aHATHUH JPYTHUMHU IMOTCHIUAIIBHO OIMACHBIMU BUJAMU
JesITeNIbHOCTH, TPEOYIONUMU MOBBIIIEHHON KOHIIEHTPAIIMYA BHUMAHHUS U OBICTPOTHI ICUXOMOTOPHBIX
peaKkuuid.

®OPMA BBIITYCKA

Kancynsi, 100 mr, 200 mr.
Ilepeuunan ynaxkoska nekapcmeennozo npenapama

s 0ozupoexu 100 me:

ITo 10, 14 mnu 15 xancys B KOHTYPHYIO SIMEHKOBYIO YIIAKOBKY M3 IIJICHKH IOJMBUHUIXJIOPUIHON U
(G oJIbru aMIFOMUHNEBOH NEYaTHON JTAKUPOBAHHOM.

Jlna 0ozuposku 200 me:

ITo 7, 10, 14 mnm 15 kancyn B KOHTYPHYIO STYEMKOBYIO YIIAKOBKY M3 IUIEHKH MOJWBUHWIXJIOPUIHON
1 GOJIBTU ATIOMUHHUEBOI MeYaTHON JTaAKMPOBAHHOM.

Bmopu!ma;z ynakoeka 1eKapCmeenno2o npenapama

Jlna 0ozuposku 100 me:
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I[To 1, 2 win 3 KOHTYpPHBIX SYEUKOBBIX YIAKOBKH| 110 10 '@R&EE%ETJ%%%V{&%%I%b

MCIUIIUHCKOMY HNPHUMCHCHUIO NTOMCHIAIOT B ITaYKy M3 KAapPTOHA. Ha Ma4YKy MOXKCT HAKJICHUBATLCA
CaMOKJIesassca OSTHKETKa C MapKI/IpOBKOﬁ u3 6YMaFI/I STUKETOYHON WIIH HPIC“ICfI, niim Hu3
MMOJIMMCPHBIX MaTCPpHUAJIIOB.

[To 2 KOHTYpHBIX STYEHKOBBIX YIAKOBKHU IO 14 Karcys BMECTe ¢ UHCTPYKIUEH MO MEIUIUHCKOMY
MIPUMEHEHUIO TMOMEIIAIOT B MaukKy M3 KapToHa. Ha mayky MOKeT HakJIeuBaThCs CaMOKJIESIIasiCs
ATUKETKA C MApKUPOBKOI U3 OyMaru STUKETOYHON MIIM MUCYEH, WK U3 MOJIUMEPHBIX MaTEPHAJIOB.

IIo 1, 2 win 6 KOHTYpHBIX SYEHKOBBIX YIAKOBKM IO 15 Kamcyn BMECT€ ¢ HMHCTPYKLIHMEHW IO
MEIMIMHCKOMY IPUMEHEHHUIO NOMEINAIOT B MAa4YKy M3 KapToHa. Ha mauky MOKET HaKIeUBaTbCs
CaMOKJIEAIIasiCsl STHUKETKAa C MAapKUPOBKOM H3 Oymard STUKETOYHOW WJIM MHUCUEeH, WM H3
IIOJINMEPHBIX MAaTEPUAIIOB.

s 0ozuposxu 200 me:

[To 2 KOHTYpHBIX SYEMKOBBIX YIMAKOBKH MO 7 KalCyJd BMECTE C MHCTPYKUHEH MO MEIUIMHCKOMY
MIPUMEHEHUIO MOMEIIAI0T B MauKy M3 KapToHa. Ha mayky MOKeT HakJIeuBaThCs CaMOKJIESIIAsiCs
ATUKETKA C MApKUPOBKOI U3 OyMaru STUKETOYHOM WM MHUCYEH, WU U3 MOJIUMEPHBIX MaTEpUAIOB.

IIo 1, 2 win 3 KOHTYpHBIX SUYEHWKOBBIX YNAakKoBKM 1o 10 kamcyn BMeCTe ¢ MHCTPYKIHMEH IO
MEIUIMHCKOMY IPUMEHEHHUIO NOMEINAIOT B MAaYKy M3 KapToHa. Ha mauky MOKET HaKIeuBaTbCs
caMOKJIeslIasicsl ATHUKETKa C MapKUpPOBKOM M3 OyMaru OSTUKETOYHOW WM NHUCYEH, WIM U3
IIOJINMEPHBIX MAaTEPHUAJIOB.

ITo 1 xoHTYpHOH sA4eiiKOBOW ynakoBKe MO 14 kamcyn BMecTe ¢ MHCTPYKIMEN MO MEIUIUHCKOMY
IIPUMEHEHHIO NIOMEINAIOT B MA4YKy M3 KapToHa. Ha mauky MOXKET HaKJIeMBaTbCs CaMOKJIEAINAsCS
ATHKETKA C MAPKUPOBKOI U3 OyMaru STUKETOUYHOW WIIM TIHCYEH, I U3 TIOJIMMEPHBIX MaTEPUATIOB.

ITo 1, 2, 3 unu 6 KOHTYpPHBIX SYEHMKOBBIX YHNAKOBKHM IO 15 Kamcyn BMecTe€ ¢ MHCTPYKLMEH IO
MEAUIIMHCKOMY IPUMEHEHHUIO MOMEIAIT B MAayKy M3 KapToHa. Ha mauky MoOKeT HakJIeuBaThCs
caMOKJIeslIascsl STUKETKAa C MAapKUPOBKOM M3 Oymard STUKETOYHOW WIM NHUCUel, WM U3
MIOJINMEPHBIX MaTEpPHUAJIOB.

CPOK 'OJJHOCTH

3 rona.

He nmpuMeHATH 110 UCTEYEHUH CPOKA I'OJHOCTH.
YCJIIOBUSA XPAHEHUSA

XpaHUTh B 3aLIUIICHHOM OT CBETa MECTE IpH Temmneparype He Boie 25 °C.
XpaHUTb B HEJJOCTYITHOM JJIsl AETEN MECTe.

YCJIOBUSA OTITYCKA
OTIycKarT Mo perenTy.
Baanesen perncTpanMoOHHOr0 yA10CTOBEPEHUS

Poccuiickas @enepanust

000 «PapmacunTe3-TIOMEHBY

625059, Tromenckas 00:1., T. Tromens, TpakT Benmxanckuii 7 km, 1. 2
Temn.: 8 (345) 239-38-56

Anpec aneKTpoHHOM mouThl: info-pst@pharmasyntez.com

IIpousBoauTenn
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(NMOCNEOOBATENEHOCTE 0002)

Poccuiickas @enepanust

000 «PapmacunTe3-TIOMEHBY
TromeHckas 00i1., T. TroMeHb, TpakT Bemmkanckuii 7 kM, 1. 2

Opranunsanus, NPUHAMAIOLIAsA PEeTeH3UN NoTpeduTeei

Poccuiickas @enepanust

000 «PapmacunTe3-TOMEHbY

625059, Tromenckas 00:1., T. TromeHs, TpakT Benmxanckuii 7 km, 1. 2
Ten.: 8-800-100-15-50

Agpec 35eKTpOHHOM mouThl: info-pst@pharmasyntez.com
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