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KimHandeckuil BpoTokoA-HpeKICBPEMECHHBIN Pa3phiB IIJIO0AHBIX 000JI04Y€K.
JLepOa0BbIi pa3phIB IIOAHBIX 000I0YECK .

YTBepXXZieHO Ha JKCIIeEPTHOM KOMHUCCHUH O BOTIPOCAM PAa3BUTHS
3l paBoOXpaHeHUst MUHHMCTEPCTBA 3jpaBooXxpaHeHus Pecry6mmku
Kazaxctan npoTokon N2 10 OT «04» UIOJIS 2014 TOAA

CcepLaKa :

CucoK pa3zpabOTYMKOB MPOTOKOJIA:

1) Yxbi6acoBa TanrsiH MyxazgecoBHa — a.M.H., AO «HHLIM/]»,
npodeccop, PyYKOBOJIMTEb OT/Ie/Ia AaKYLIepCTBa ¥ THHEKOJIOT U H.

2) banaeBa l'aypu buniraxanoBHa - a.m.H., AO «<HHLIM/I», noteHnr,
HAYa/IbHUK OTZE/Ia HAYKHU U MeHePKMEeHTAa Hay4YHbIX UCC/IeJOBaHUM .

3) MmankynoBa bankemxe YKapkemoBHa - k.M.H., AO «HHLIM/I», Bpau
aKyllIep-TUHEKOJIOT BhICHIEeN KaTeTOPUH OT/Ie/IEHUs YKeHCKUX Ooie3Hel.

PenieH3eHT:
CetimynnaeBa Jleiima AnThIHOEKOBHA — K.M.H., TOIeHT Kadeapbl
WHTEePHATYPHI aKYLIePCTBA Y THHEKOJIOTUH MeaUIIMHCKOTO YHUBEPCUTETA

AcCTaHBbI.



Hemxocrarku mporokoJia:

1. B ZJaHHOM MPOTOKOJIE OMMUCKHIBAETCS , YTO B CPOKE 35
— 37 HeJe/b IMOKa3aHa BbDKUAATE/IbHAS TAKTUKA .
bb1s10 OBI /Tyylile , eC/TU OTKA3aThCs OT
BBDKUJATETbHOM TAKTUKU B IAHHOM CPOKE , TaK KaK
MOXXHO MPeLOTBPATUTh OCJIOXXHEHUS OKa3bIBalolle
BJIMSTHYE U JIJISI MAaTEPH U /I peOeHKa , caMoe
[JIaBHOE - CHU3UTH YaCTOTY OC/IOKHeHuMu! ! !

2.0TCyTCTBHE CHOCOK, CChUIOK JIJISl OBICTPOIO IepeXoa
Ha MCHOJIb30BaHHYIO JIMTEPATYyPYy.

3. B co3manuu mpoToKoiIa y4acTBOBAIN TOJIBKO Bpayn
aKyIIEP-TUHEKOJIOTH, ITIPU OTCYTCTBUU MX KOJIJIET:
AHECTE3UO0JIONOB-PEAHUMATOJIOTOB.

4. Hannabii npotokoa Nel0 M3 PK ot 04.07.2014
TpeOyeT NepecMoTpa, B CBI3M C HCTCUCHUEM CPOKA.



P — OepeMeHHbBIE C JOPOIOBBIM U3IUTHEM
OKOJIOIUIOHBIX BOJ

I —aKTMBHAs TaKTUKA
C - BbDKHJATEIbHAS TAKTHKA
O — CHMXEHHE YaCTOThI OCIOXKHEHNM (Pa3phIB).

Bonpoc:

CHMIKAET JIM 4aCTOTY OCJIOKHEHUH IIPUMECHEHHUE
AKTUBHOM TAKTUKH IO CPABHEHUIO C OTCYTCTBUEM
IIPUMEHEHHUSA BbDKUAATCIILHOU TAKTUKH Y
OCpPEMEHHBIX C OPEKIAECBPEMEHHBIM JJOPOAOBEIM
U3JIUTUEM OKOJIOTIJIOAHBIX BO !
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MpexneBpeMeHHbI! pa3pbIiB NIOAHLIX 000noyYek

Takxe: [10pog0Boe U3NUTHE OKOMONMOAHbIX BOA
PLIP3 (PecnybnukaHckuit LeHTp pa3suTus sgpasooxpaHeHns M3 PK)
Bepcus: Knunuueckue npotokonsl M3 PK - 2014

Kareropuu MKB: MpexaespeMeHHbli paspbis nnogHbix obonovek (042)
Pazgensl MeanUMHBI: AKYLIEPCTBO M TMHEKONOTUA

O6wasn nHdopmaumns

Bepcua AnA neyaru &
CKayaTb unu oTnpasuTs daiin ¥

KpaTKoe onucaxHune

YTBEPKAEHO Ha JKCNEPTHON KOMUCCHM

10 BOMpocam pa3BuTHA 3ApaBoOXpaHEHUA

MuHKcTepCTBa 30paBooxpaHerna Pecnyonuku Kasaxcrad
npotokon Ne 10 ot «04» uiona 2014 roga

[lopoaoEkIi paspkis NNOAHLIX 060m04ek (IPTO) — CNOHTAHHBIN Pa3Pbie AMHUOTHYECKIX 0BONOYEK 40 HAYaNa PEryNApHLIX COKPALLEHWI MATKU B CPOKe 37 Heflenb 1 Gonee.
MpexaeBpeMeHHbIN AOPOAOBLINH Pa3pbiB NNOAHLIX 060n04eK (MOPMO) — COHTAHHbIM PA3pPbIB AMHUOTHYECKUX 0BONOYEK 40 HAYANA PETYNAPHBIX COKPALUEHNI  MATKM B Cpoke 22 —

Q Ha masHyio

MEPTHOCTH CBA3aHbl ¢ MAPMO: HEAOHOWEHHOCTh, CENCUC W TUNONNasuA Merkux [1,2]. PUck ANA MaTepW CBA3aH, MPexae BCEro, ¢
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Abstract

BACKGROUND: Preterm prelabour rupture of the membranes (PPROM) is an important clinical problem and a dilemma for the
gynaecologist. On the one hand, awaiting spontaneous labour increases the probability of infectious disease for both mother and child,
whereas on the other hand induction of labour leads to preterm birth with an increase in neonatal morbidity (e.g., respiratory distress
syndrome (RDS)) and a possible rise in the number of instrumental deliveries.

METHODS/DESIGN: We aim to determine the effectiveness and cost-effectiveness of immediate delivery after PPROM in near term gestation
compared to expectant management. Pregnant women with preterm prelabour rupture of the membranes at a gestational age from 34+0
weeks until 37+0 weeks will be included in a multicentre prospective randomised controlled trial. We will compare early delivery with
expectant monitoring. The primary outcome of this study is neonatal sepsis. Secondary outcome measures are maternal morbidity
(chorioamnionitis, puerperal sepsis) and neonatal disease, instrumental delivery rate, maternal quality of life, maternal preferences and costs.
We anticipate that a reduction of neonatal infection from 7.5% to 2.5% after induction will outweigh an increase in RDS and additional costs
due to admission of the child due to prematurity. Under these assumptions, we aim to randomly allocate 520 women to two groups of 260
women each. Analysis will be by intention to treat. Additionally a cost-effectiveness analysis will be performed to evaluate if the cost related to
early delivery will outweigh those of expectant management. Long term outcomes will be evaluated using modelling.

DISCUSSION: This trial will provide evidence as to whether induction of labour after preterm prelabour rupture of membranes is an effective
and cost-effective strategy to reduce the risk of neonatal sepsis. CONTROLLED CLINICAL TRIAL REGISTER: ISRCTN29313500.
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