3anagHo-Ka3zaxcTaHCKUM roCyaapCTBEHHbBIN
MEIUIIMHCKUY YHUBEPCUTET UMEHN Mapara
OcmanoBa

Tema: [I[ppMeHEeHHH YyTEPOTOHHYECKHX IIpenapaToB
KOMHATHOH TeMIepaTypbl AAT NPoHAAKTHKH

A

IepHoaa POAOB Y KEHIILHH.

Beinoanuaa: TammumonBa A.E




MaccuBHBIE aKyIIEPCKUE KPOBOTCYCHUSI — OCHOBHAS
IIPUYAHA MATEPUHCKOM CMEPTHOCTH B MUpeE. boiee
IIOJIOBMHBI CIIY4a€B MAaTEPUHCKOW CMEPTHOCTH ITPUXOIUTCS
Ha 1epBbIc 24 4 mociie poaoB. HacTora mociaepoaoBbIxX
KPOBOTECUYCHHUM COCTABIISIET IPUMEPHO 6%, a TSIKEIBIX
ITOCJIEPOZOBBIX KpOBOTEUEHN—1,86%, TIpUEM B pa3HbIX
CTpaHax 3TOT HNOKa3aTellb CUJIbHO Kojieonercs [1].



Ilen®v uccneooeaHusi:

OueHnTb Kak ByaeT npoTekaTb 3 MEpUOA POAOB Y
YKEHLMHbI MPU MPUMEHEHUN OKCUTOLLMHA KOMHATHOM
TeMrnepaTypbl, YEM B OXAAXKAEHHOM BMAE



3amadyu uccaengoBaHUd:

1 OTobpaTh XEHWMNH NOCAEPOAOBBIM KPOBOTEHYEHNEM
cBs3aHbl ¢ bepeMeHHOCTbIO(CHMXKEHME TOHYCa MaTKMy,
TPaBMbl MAMKUX TKaHEU MOAOBBIX MYTEN, 3AAEPIKKA YacTen
MOCAEAQ).



Jlr3aiH UCccAeIJOBaHUMS:

PaH10MU3MPOBAHHOE JBOUHOE CIIEIIOE

KIIMHHUYCCKOC UCCIICAOBAHUC




Br1bopka

KeHuwmHbl ¢
NMOCAEPOAOBBIM
KPOBOTEYEHUEM

30 »KeHLWuH 30 »KeHLWMuH




OTobpaTth »KEHLMH
NMOCAEPOAOBBIM
KPOBOTEYEHMEM CBSI3aHbI C
6epemeHHOCTbIO(CHUXKEHNE
TOHYCa MaTKM, TPAaBMbl
MSAFKUX TKaHEM NMOAOBBIX
nyTeun, 3aAeprKKa YacTeu
MOCAEAQ).

7KeHLWMHbI ¢ reHUTaAbHOM
NPUYMHOM, HE CBA3AHHbIE C
6epeMeHHOCTbIO.(IOBEHMABHOE,
PENPOAYKTUBHOE,
ANCPYHLIMOHAABHOE KPOBOTEUYEHMUE).

ConyTcTytowme 3aboaeBaHMe
OpraHOB MaAOro Ta3a(onyxoAu
MaTKW,AMYHUKOB,Pa3pbIB AUYHUKA,
Pa3pbiB KUCTbl IMMHUKA.

TpaBMbl MaTKu

NHPeKuMOoHHO-BOCMaAUTEAbHbIE
3aboAeBaHuUS.

AAAepruyeckas peakuus Ha
npenapar.



KAMHHUYECKHUH BOIIPOC

[loBAMSAET AU Ha PUCK Pa3BUTUSA MOCAEPOAOBOIO
KPOBOTEYEHMS Y BepeMeHHbIX KEHLLUUH B 3 NEpPUOAE POAOB
NpU NPUMMEHEHNN OKCUTOLMHA KOMHATHOM TemMnepaTypbl,
MO CPaBHEHUIO B OXAQLXKAEHHOM BUuAEe!



1 P: 6bepeMeHHble XeHLMHbI C MOCAEPOAOBBIM
KpOBOTEYEHMEM.

0 |: OKCMTOUMH KOMHATHOM TemrepaTypbl
1 C: OKCUTOLMH OXAQXKAEHHbIN

1 O: cHM)KeHUe p1cKa KpoBOoTeYeHUS B 3 NEpUOAE POAOB.



OTHUYECKUE ACIIEKTbI

1 Oao0bpeHo KO

1 NHpopmmpoBaHHOE coraacme ¢ MOAHbIM PacKpbITUEM
BCEM HeobxoAMMOMN MHPOpMaLLUM

1 2KeHLWMHbI, MOryT OTKa3aTbCsl OT MCCAEAOBaHUS B Aloboe
BpeMS

1 DKBUMOAEHTHOCTb
1 AencTBms B MHTepecax naumeHTa
1 NMoAe3HOCTb AAS NAaUMeHTa U oblecTsa.



Room temperature stable carbetocin for the prevention of postpartum
haemorrhage during the third stage of labour
in women delivering vaginally: studyprotocol for a randomized controlled trial.

Abstract

BACKGROUND:Postpartum haemorrhage (PPH) is the leading cause of maternal mortality in low-income
countries and contributes to nearly a quarter of maternal deaths globally. The current available interventions

for prevention of postpartum haemorrhage, oxytocin and carbetocin, are limited by their need for refrigeration to
maintain potency, as the ability to maintain a cold chain across the drug distribution and storage network is
inconsistent, thus restricting their use in countries with the highest burden of maternal mortality. We describe a
randomized, double-blind non-inferiority trial comparing a newly

developed room temperature stable formulation of carbetocin to the standard intervention (oxytocin) for

the prevention of PPH after vaginal birth.

METHODS/DESIGN:Approximately 30,000 women delivering vaginally will be recruited across 22 centres in
10 countries. The primary objectives are to evaluate the non-inferiority

of room temperature stable carbetocin (100 pg intramuscular) versus oxytocin (10 IU intramuscular) in

the prevention of PPH and severe PPH after vaginal birth. The primary endpoints are blood loss >500 mL or the
use of additional uterotonics (composite endpoint required by drug regulatory authorities) and blood loss >1,000
mL (WHO requirement). Non-inferiority will be assessed using a two-sided 95 % confidence interval for the
relative risk of the above endpoints for roomtemperature stable carbetocin versus oxytocin. The upper limit of
the two-sided 95 % confidence interval for the relative risk for the composite endpoint of blood loss >500 mL or
the use of additional uterotonics, and for the endpoint of blood loss >1,000 mL, will be compared to a
non-inferiority margin of 1.16 and 1.23, respectively. If the upper limit is below the corresponding margin,
non-inferiority will have been demonstrated. The safety analysis will include all women receiving treatment.
Safety and tolerability will be assessed by a review of adverse events, by conducting inferential testing with
significance levels for between-group comparisons.

DISCUSSION:If the results of the study show that room temperature stable carbetocin is a safe and effective
alternative to oxytocin, this could have a substantial impact on the prevention of postpartum haemorrhage and
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KAMHHUYECKHUH BOIIPOC:

CHM3UTCA AU PUCK MOCAEPOAOBOIrO KPOBOTEYEHUS Y
YKEHLLUH NOCAEPOAOBBIM KpOBOTEYEHME NPU NPUMEHEHUM
KapbeTounHa B poo3e |00 MKr B OXAQXKAEHHOM BUAE, YEM
NpU KOMHaTHOM TemnepaType!



P: >KeHLWMHbI C MOCAEPOAOBBIM KPOBOTEYEHUEM
|: kKap6eToumH B A03e |00 MKr oxAXKAEHHbIN

C: kapbeTtoumnH B poo3e 100 MKr KOMHaTHOM TemMnepaTypbl.
O: cHMXKaeTCca pUCK KpOBOTEYEHME.

T:B TedyeHUn |2 Mecsues.
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