COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 10.02.2025 N= 3045

OBILASI XAPAKTEPUCTHKA JEKAPCTBEHIFOFO TIPETAPATA "0

1. HAUMEHOBAHMUE JIEKAPCTBEHHOTI'O IIPETTAPATA

ATto3uban IICK, 6,75 mr, pacTBOp JUIsi BHyTPUBEHHOT'O BBEICHUS

2. KAYECTBEHHbBINA U1 KOJTUYECTBEHHBIN COCTAB
JleiicTByto1IIee BEIIECTBO: aTO3MOAH.
Kax b1t M1 pacTBopa coziepkut 7,5 Mr ato3ubaHa (B BUJIE alleTaTa).

[TonHbIM IepeyeHb BCIOMOTaTeIbHbBIX BEIIECTB MPUBENIECH B pa3aene 6.1.

3. JEKAPCTBEHHASA ®OPMA
PactBOp 111 BHyTPUBEHHOTI'O BBECHUS.

[Ipo3paunblii OECIIBETHBIN pacTBOP.

4. KINMHNYECKHUE JAHHBIE

4.1. IToka3aHus1 K NPUMEHEHHUIO

[Ipenapar Ato3udan [ICK nokaszan Kk npuMeHEHUIO y OepeMEHHBIX KEHIIUH 18§ JIeT u crapiie npu

yTPpO3€e MPEekAEBPEMEHHBIX POJIOB B CIEIYIONINX CUTYaUsAX:

®  pEryJISIpHbIE COKpAIICHUS MATKU MPOJOJKUTEIBHOCTHIO HE MeHee 30 CeKyH U 4acTOTOu 4 1
Oosee pa3 B TeueHue 30 MUHYT;

e  packpsiTue merdku mMaTku oT 1 10 3 cMm (0—3 cM y HEepoKaBIIMX KEHIIUH) U CTIaKUBAaHUE
HIeHKH MaTKH 0oJjiee uem Ha 50 %;

e cpok OepeMeHHOCTH OT 24 10 33 TOTHBIX HENENb;

e HOpMaJlbHas 4acTOTa CEpPACYHBIX COKpAIICHUH y M10/a.

4.2. Pe:kuM 103UPOBAHUSA U CIOCO0 MPUMEHEHH S
Tepanuio npenaparom Ato3uban [ICK nomken Ha3HayaTh U MPOBOJIUTH KBAJTU(UIIMPOBAHHBIN
Bpay, UMEIOIINUH OBIT BEACHUS IIPEXKIEBPEMEHHBIX POJIOB.

PexxuM 103upoBaHus

[Ipenapar Ato3uban IICK BBOAST BHYTPHUBEHHO, HE3aMEUIMTENILHO TIOCIE JAMArHOCTUKH
IPEXIEBPEMEHHBIX POJIOB, B 3 NOCIEI0BATENbHBIX 3TaMa:

1) BuHauwame OwicTpo B TedeHue | MuHYTH (OomtocHO) BBoauTCs | (¢nakoH mpenapara
Ato3uban [ICK, pactBOp misi BHyTpMBEHHOro BBeaeHus, 6,75 mr/0,9 mmn, 6e3 pasBeneHus

(HavanpHas 1o03a 6,75 mr);
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(un¢y3us) npenapara Arozudan [ICK, KoHIIEHTpaT Ui IpUTOTOBICHUS pacTBOpa Ut HHPY3HH,
37,5 mr/5 mi, B BeICOKOH 03¢ (Harpy3ouHast uH¢y3us) 300 MKr/MuH;

3) mocie 3TOro MPOBOJIUTCS MPOAOKHUTENIBbHOE (10 45 4YacoB) TMOCTENIEHHOEC BHYTPHUBEHHOE
BBeneHne (MHPy3us) npenapara Atozudan [ICK, KoHIIEHTpAT 1151 MPUTOTOBIICHUS pacTBOpA ISt
uHOy3ul, 37,5 mr/5 mi, B Hu3ko# go3e 100 MKr/mMuH.

B tabnuie mpencTaBieHoO MOJIHOE OMUCAHME PEXHMMa JO3MPOBAHUS Mpernapara i OOIIOCHOTO

BBEJICHUS U MOCIenyomel nHdy3uu:

Ckopoctb
ITan Pexum p Jlo3a aTo3ubana
HHbeKIUN/uHQy3un

BryTtpuBennas OosrocHast

1 nabeknus 0,9 MJI B TeueHHe He npumennmo 6,75 mMr
| MUHYTBI
BHyTpuBeHHass Harpy3ouHas

2 yIp by 24 mn/g (300 MKT/MUH) 54 mr
nH(}y3us B TeueHue 3-X 4acoB
JlanpHelmas
MIPOJIOJDKUTENIbHAS  UHQY3US

3 poZt by 8 mi/a (100 MKr/MuH) 10 270 mr
JUTUTEIBHOCTBIO 1o 45
4acoB

Iloemoproe npumenenue

Ecnu Bo3HHKaeT HEOOXOAMMOCTh B MOBTOPHOM MPUMEHEHHHM aTo3u0aHa, €ro TaKXkKe CIIeAyeT
HAYMHATH C OOJIFOCHOTO BBEICHHUS PACTBOpA AJII BHYTPUBEHHOTO BBeaeHus, 6,75 mr/0,9 mn
(oranm 1), 3a KOTOpBIM cleayeT WH(Y3HMOHHOE BBEJCHHE KOHIEHTpATa JIsl MPUTOTOBICHUS
pactBopa mist uHpy3uit, 37,5 mr/5 mut (3Tansr 2 u 3).

Oco0nIe I'pynIbl TanMEHTOB

Tayuenmxku ¢ HapywieHuem QYHKYUU neveHu u/unu novex
JlaHHbBIE O IPUMEHEHUHU Tperapara y MalueHToK ¢ HapylmeHHeM (DyHKIUH MEeYeHU UM TOYeK
OTCYTCTBYIOT.
Hapymenne ¢QyHKIMU modek He TpeOyeT M3MEHEHHS J03bI, MOCKOJBKY IMOYKAMU BBIBOJIUTCS
OUYeHb HE3HAYUTEIHFHOE KOJIMYECTBO aTo3nbaHa.
VY manueHTOoK ¢ HapylIeHneM (YHKIUHU MeYeHH aTO3U0aH cileIyeT NPUMEHSITh C OCTOPOKHOCTbBIO
(paznen 4.4).

eTH
JlaHHBIE IO TPUMEHEHHIO aTO3M0aHa y MAIMEHTOK 10 18 JeT 0TCyTCTBYIOT.

Cnooco0 nnpuMeHeHus

[IpenapaTt npuMeHsieTCs] BHYTPUBEHHO.
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OO0mmast MpoAOHKUTEIBHOCTD JICUCHUS HE JTODKHA HDGBHH]HTEEZP% '“];JEJRJTA_KI aTIB'H‘aH L[osa

npemnapata Arozuban [ICK Ha Bech Kypc jeueHus He JombkHa npeBbimaTh 330,75 mMr ato3ubaHa.

BHyTpuBeHHOE OJHOMOMEHTHOE BBEJCHHE IpenapaTa HE0OX0AUMO OCYIIECTBIIATH cpa3y IMocie

MOCTAaHOBKM JIMarHo3a «IpexIeBpeMeHHble ponab». llociae BBeneHHs OOMIOCHON HMHBEKUUU

clelyeT HauMHATh BHYTPUBEHHYIO MH(Y3HIO (TOTOBUTCS U3 KOHIIEHTpaTa JAJsl MPUTOTOBIICHUS

pactBopa mns uwHGY3ud, comepxkamero aro3uban 37,5 wmr/5 mum). Ecnum cokparurenpHas

aKTUBHOCTh MAaTKH cOXpaHseTcs 0e3 n3MeHeHuit Ha ¢pone Tepanuu npernaparom Arosudan [1CK,

CJIeTyeT PacCMOTPETh BONPOC 00 albTEPHATUBHOM JICUCHHH.

WHCTpyKUIMY 1O MPUTOTOBIEHUIO pacTBOpA JUIsl BHYTPUBEHHOTO BBEJICHUS MEepe/ NPUMEHEHUEM

CM. B pazzene 6.6.

4.3. lIlpoTuBONOKA3aHUS

®  TUINEPUYYBCTBUTEIBHOCTh K aTo3MOaHy WM JI0O00MYy U3 BCIOMOTAaTEIbHBIX BEIECTB,
MEePEUYUCIICHHBIX B pazzaene 6.1;

e cpok 6epeMeHHOCTH MeHee 24 iy Oojiee 33 TOJIHBIX HEeNleTb;

®  MpeXIEeBPEMEHHBI pa3pblB OKOJIOIUIOJHOTO IYy3bIps NMpPU OEpeMEHHOCTH CPOKOM Ooliee
30 "Henens;

e  aHOMaJbHAs YaCTOTA CEpJCUHbIX COKPAIEHUH Y TUI0Aa;

e  MaTOYHOE KpPOBOTEUEHHUE, TpeOyroliee HEMEIJICHHBIX POJIOB;

®  DKJIAMIICHS U TsDKeNas PedKIaMIICHs, TpeOyIoIias HeMeJIEHHBIX POJIOB;

e  BHYTPUYTPOOHAs CMEPTh IUIOAA;

® [I0J03pEHHE Ha BHYTPUMATOUYHYIO HH(DEKIIHIO;

®  MpeasieKaHHe MJIAleHTHI;

®  OTCIIOEHUE IJIALEHTHI;

e  Jr00ble COCTOSIHUSI MaTE€PHU U IUI0AA, IIPU KOTOPBIX COXpaHEHHE OEPEMEHHOCTH MPEICTaBIISET
OIACHOCTB;

®  TIEpPHOJ I'PYJHOTO BCKapMIIUBaHU (CM. pasnen 4.6);

e  JeTcKuid Bo3pact Jo 18 ner.

4.4. OcoOble ykazaHHMsl M Mepbl NPeJ0CTOPOKHOCTH NPH NPUMEHEHUH

C 0CTOPOKHOCTBLIO

VY nanueHTOK C HapyuieHueM (QYHKIUU TMEYEeHH; MPH MHOTOIUIONHOM OepeMEeHHOCTH W/WiH
COITYTCTBYIOIIEM MPUMEHEHUHU APYTUX TOKOIUTHUKOB.

Oco0ble yKazaHus
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B cmywae mnpumenenus arto3mbaHa mpu ozxospeiﬁl/lln_l:::'Egﬂggéﬂzl‘:e%gﬁ:ﬁ-gﬁﬁg :15'2;!3%3513

OKOJIOTUIOZIHOTO  Iy3bIps IPEUMYILIECTBA 3aJ€PKKM  POJOB  CJIEAYET COMOCTaBUTh C
NOTEHIMATIBLHBIM PUCKOM PA3BUTHUS XOPHUOAMHUOHUTA.

OnbIT mpUMEHEHMsl aTro3ubaHa y MAIUEHTOK C HapylleHHeM (QYHKIHMM IE€YEHH M I0YeK
orcytcTByeT. Hapymenue QyHkuuu nodek He TpeOyeT U3MEHEHUs J03bl, TOCKOJIbKY MOYKaMH
BBIBOAMTCS OYCHb HE3HAYMTEIBHOE KOJIUYECTBO aTo3uOaHa. Y MalMEHTOK C HapylleHHEeM
(GyHKIMU TIeYeHH aTo3u0aH CiIeayeT MPUMEHSTh C OCTOPOKHOCTBIO (CM. pa3zaensl 4.2 u 5.2).
OnbIT npuMeHeHHs aTo3u0aHa NpPU MHOTOIUIOAHOM OEpeMEHHOCTH, a TakXe INpHU CpoKax
oepemernHoct oT 24 no 27 Hemenb orpaHuyeH (W3-3a HEOOJBIIOTO YHCIA TMAIMEHTOK,
NOJTYYaBIIUX JIeueHue aTo3udanom). [Ipernmy1iecTBo mpuMeHeHus aTo3u0aHa B THX MOJArpyIax
HE YCTaHOBJICHO.

Bo03M0KHO MOBTOpHOE NpHUMEHEHHE aTo3ubaHa, HO HE PEKOMEHAYeTCs NpUMEHeHue Oolsee
3-X HOBTOPHBIX KYPCOB (M3-3a OTPAHUYEHHOT0 KIIMHUYECKOTO OIbITa HOBTOPHOTO IPUMEHEHHUS).
B ciydae BHyTpuyTpOOHOI 3aepKKU pa3BUTHS U101 PEIICHUE O MPOMJICHUH BBEACHUS UIIH O
HOBTOPHOM BBEJICHUHU aTO3M0aHa 3aBUCHUT OT OLIEHKHU 3PEJIOCTH II0JA.

B cnywyae OTCYTCTBHMSI CHMIKEHHsI COKPATMTENbHOM aKTUBHOCTH MAaTKM BO BpEMsI BBEJCHMS
aTo3ubaHa cienyeT NPOBOAUTE MOHUTOPUHI COKPALICHUH MATKH, a TAKXKE CIECAUTh 3a 4YaCTOTOU
CEPIEUYHBIX COKpALICHUN IITI0/a.

Kak aHTaroHHCT OKCHTOLIMHA, aTO3M0AaH TEOPETUYECKH MOKET CIIOCOOCTBOBATh pelIaKCaIHH
MAaTKH U CIIPOBOLIMPOBATH MIOCIEPOI0BOE MAaTOYHOE KpoBoTeueHHe. [1oaToMy ciieiyeT moCTOSHHO
IIPOBOJUTH OLIEHKY CTENEHH KPOBOIOTEPH IOCIE poJoB. TeM He MeHee, BO BpeMs KIIMHUYECKUX
UCCIICIOBAaHMI HApyIIEHUH COKpAIIeHNH MaTKU He HAaOII0anoch.

MHorormuioaHas 0epeMeHHOCTh U JICKapCTBEHHBIE CPEACTBA C TOKOJIMTHYECKUM IEHCTBUEM, TaKUe
Kak OJIOKaToOpbl «MEIJICHHBIX» KaJbIMEBBIX KaHAJIOB M [-aJpEHOMUMETHKH, CBS3aHBl C
HOBBIIIEHHBIM PHUCKOM pa3BUTHs oTeKka Jjerkux. [loaromy aTo3ubaH cieayer NpPUMEHSTH C
OCTOPOKHOCTBIO B CIIy4ae MHOTOIUIOJAHOI O€peMEHHOCTH, U/WIH COMYyTCTBYIOIIETO MPUMEHEHHS
JPYTUX TOKOJUTHUKOB (CM. paznen 4.8).

4.5. B3aummopaeiicTBHMe ¢ [PYrHMH JIEKAPCTBEHHbIMH MNpenapaTtamMM W JApyrue BHAbI
B3alMOeliCTBUSA

Kak moxa3zanu uccienoBaHus in vitro, aTo3ubaH He SBISETCA CyOCTPaToOM CHCTEMbI LIUTOXpOMa
P450 u He wuHrubupyer meraboiu3M NpenapaToB (QepMEHTaMH STOH CHUCTEMBI, IMOITOMY
MaJIOBEPOSTHO YydacTue aTo3ubaHa B JIEKAPCTBEHHBIX B3aMMOJEHCTBMSIX, ONOCPEIOBAaHHBIX
nutoxpomom P450.

B xone uccnenoBaHust y 340pPOBBIX JKEHIIMH-I0OpPOBOJIBLIEB MPU COBMECTHOM NPUMEHEHUU C

OeTaMeTa30HOM M JIa0ETaJI0IOM HE OBUIO OTMEUYEHO KIIMHUYECKH 3HAUYNMBIX B3aUMOJEICTBHUIA.
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4.6. DepTUIBLHOCTH, 0€PEMEHHOCTH U JIAKTALMS

bepemeHHOCTD

AT03u0aH creayeT MPUMEHSTh TOJIBKO B CIIy4ae JUArHOCTHPOBAHHBIX MPEKICBPEMEHHBIX POJOB
B 1iepuo1 oT 24 10 33 MoaHBIX HEACIb O0EPEMEHHOCTH.

UccnenoBanusi 3MOprno- U (PETOTOKCHYHOCTH HE OOHAPYXKWJIM TOKCHYECKOTO JICHCTBUS
ato3mbana. VccnemoBaHus BIMSHHUS aro3u0aHa Ha paHHUN MepuoJ SMOpHOTreHe3a He
MIPOBOIHITUCE.

Jlakranus

[Ipumenenue ato3ubaHa B epuo/ rpyJHOrO BCKapMIIMBaHUs MPOTHBONOKa3aHo. Eciu Bo BpeMs
OepeMEHHOCTH KEHIIMHA KOPMUT TPY/IBI0 PaHee POAUBIIETOoCcs peOeHKa, Ha Mepro.T TPUMEHEHUS
aTo3nbaHa rpyHOE BCKAPMIIMBAHHE CIEAYET NMPEKPATUTh B CBS3U C BBIICICHHEM OKCHUTOIIMHA,
YTO MOXKET CIOCOOCTBOBATh YCHJICHHUIO COKpAIlCHUS MaTKH W HEUTpaim3oBaTh 3PHEKT
TOKOJINTUYECKON TEepaIvi.

Bo Bpemsi KIMHUYECKUX WCCIEAOBAHWN BIUSHUS aTO3MOAHA HA JIAKTAIMI0O HE BBISABICHO.
JlokazaHo, 94TO HEOOIBIIIOE KOTUIECTBO aTO3M0aHA MPOHUKAET B TPYTHOE MOJIOKO.

DepTUILHOCTE

HccnenoBanust BIusHYS aTo31M0aHa Ha GEPTHIIBHOCTh HE TPOBOIUIINCH.

4.7. Bausinne Ha CHOCOOHOCTH YNPABJIATH TPAHCHOPTHBIMH CPeACTBAMH M padoTath ¢
MeXaHHU3MaMH

He npumeHnMoO, yuuThIBas MOKa3aHUS K IPUMEHEHUIO.

4.8. HexkennaTeibHbIe peakunuu

Pesrome npoduiis 0e3onacHocT

B xo1€e KnuHU4eCKNX HCcCIe10BaHni ONMCaHbl BO3MOYXKHBIE HEXKENATEIbHbIE PEAKIIMH CO CTOPOHBI
opranu3ma Matepu. B oOuieil cioxHocTH, y 48 % nanneHTok, NoydyaBlInX JIEYeHUE aT03U0aHOM,
B XOJl¢ KIMHHYECKHMX MHCCIICJOBAaHUI pa3BUBAINCh HeEXesaTelbHble peakuuu. Habmomaemble
HE)KeJIaTeNbHbIC peakui ObUIH, KaK MpaBuiIo, cpeaHel Tsokectu. Hanbonee yacto ormMedaeMon
HE)KENIaTeIbHOM peakiel y )KeHIMH sBJsuIach TomHoTa (14 %).

B xozxe kiIMHMYECKMX HCCIEIOBAaHUN HE OBbLIO OOHAPYXKEHO CeHU(pUYECKUX HEeKeTaTelbHbIX
peakiuii ato3ubaHa y HOBOpOXAEHHBIX. HexxenarenbHble peakiyu, KOTOpblEe HAOIIOJAIUCh Y
MJIaJICHIIEB, ObLTH CPAaBHUMBI C TPYIIIaMH IJ1anedo U B-aIipeHOMUMETHKOB.

TabauyHOoE PE3IOME HEXKENATEIbHBIX DEAKIIUN

HesxenarenbHble peakivy MPEACTaBICHBI M0 OpraHaM M CHCTeMaM B KiacCH(UKAIMH: OYECHb
gacto (> 1/10), wacto (> 1/100, Ho < 1/10), HewacTo (> 1/1 000, Ho < 1/100), penko (= 1/10 000,
HO < 1/1 000), ouenp penko (< 1/10 000), wacTtora HeusBecTHa (HEBO3MOXKHO OIEHUTH Ha

OCHOBAaHHH UMCIOIIIUXCA ,Z[aHHBIX).
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OueHn HTASTEAEE G gt - Hacrora
Yacro Heuacto PEIK0
JacTo peaxko HEU3BECTHA
Hapywenus co cmoponvl ummyHHOU cucmemol
ajIepruyecKue
peakuuu

Hapywenusa memabonuzma u numanus

THIICPIIINKEMUSA

Tcuxuueckue HAPYULEeHUA

OeccoHHMIA

Hapywenus co cmoponvt neperoti cucmemol
rojoBHas 0015
T'OJIOBOKPYKEHHUE
Hapywenus co cmoponvl cepoya

| TaxuKapaus
Hapywenus co cmoponwt cocyoos
apTepuanbHas
TUITOTEH3US
«IIPUITABBD)
JKenyoouno-kuuleunvle HapyueHus
TOIIHOTA | pBOTa \
Hapywenue co cmoponst Kodcu 1 NOOKOJICHbIX MKAHelU

3y
CBINb
Hapywenus co cmoponvl penpodykmugHou cucmemvl U MOJIOUHBIX JHcene3
MaTOYHBIE
KPOBOTEUYECHUSI

AdTOHHA MAaTKHU

Obwue HapyweHusi U peakyuu 8 Mecme 88e0eHuUs
pEaKkiys B MECTE  [THIIEPTEPMUS
BBEJICHHS

Tocmmapremunzo6wiii OnbIM NPUMEHEHUS.

PecniupatopHble ciydau, Takue Kak OABIINIKA U OTEK JIETKUX, OCOOEHHO MPHU COIYTCTBYIOLIEM
IPUMEHEHUN JAPYTUX JEKAPCTBEHHBIX CPEACTB C TOKOJIUTHUYECKOM aKTHBHOCTBIO, TaKMX Kak
OJIOKaTOPbl «MEAJICHHBIX» KAJIBLMEBBIX KAHAJIOB M [-aJlpeHOMHMETHUKU W/WIM MHOTOILIOIHAS
OepeMeHHOCTh, OBIITH 3apETUCTPUPOBAHBI B TOCTMAPKETHHIOBBIH neproa (cM. pasnen 4.4).

COO6H.I€HI/IG 0 ITOA03PEBACMBIX HEXKCIIATCIBbHBIX PCAKIINAX

Baxxno coo61math 0 mo/103peBaeMbIX HexKeNaTeNbHbIX PEaKIUIX MOCe perucTpaly npemnapara ¢
Henbl0  00ecreyeHUs]  HEMPEephIBHOTO  MOHUTOPUHIA  COOTHOILIEHUS  «IOJB3a—PUCK»
JeKapCcTBEHHOTO Tpemnapara. Ecnu y Bac Bo3HUKalOT Kakue-TMOO HEKelnaTelbHbIC PEaKIIHH,
MPOKOHCYJIETUPYHUTECh C BpayoM WM METUIIMHCKON cecTpoil. MemauuuHCKUM paboTHUKAM
pEKOMEHIyeTCs COO0IATh O JIF0OBIX MOA03PEBAEMBIX HEXKENIATEIbHBIX PEAKIUIX JIEKAPCTBEHHOTO

nmpernapara 4YE€pe3 HAIMOHAJIBbHBIC CHUCTCMBIL COO6H.I€HI/I$I 0 HCXKCIATCIbHBIX PCAKIHAX
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oro corgai CNEQOBATENBHOCTE 0003)

roCcyIapcTB-wIeHOB EBpa3zuiickoro 5KOHOMUYEC

Poccuiickas @eoepayus

®denepanbHas cryx0a 1Mo Ha3opy B cdepe 3apaBooxpanenus (Poc3apaBHanzop)
109012, MockBa, CnaBgHcKas II0manb, 1. 4, ctp. 1

Tenedon: +7 800 550 99 03

OnexTpoHHas noyra: pharm@roszdravnadzor.gov.ru

Caiit: https://www.roszdravnadzor.gov.ru

Pecnyonuxa benapyco

VII «llenTp 3KcnepTU3 U UCHBITAHUHN B 3JPaBOOXPAHECHU)

220037, r. Munck, ToBapunieckuii niep., 2a

Tenedon: +375 (17) 242-00-29

dakc: +375 (17) 242-00-29

DnekTpoHHas rmoyrta: repl@rceth.by

Caiit: http://www.rceth.by

Pecnybnuxa Kazaxcman

PI'TI va IIXB «HaumonaneHbiii LleHTp SKCHEpTU3bI JEKAPCTBEHHBIX CPEACTB M MEIUIIMHCKUX
uznenuit» Komutera MemumuHCKOro M (apMaleBTUYECKOro KOHTposii MuHucTepcTBa
3npaBooxpanenus Pecnyonuku Kazaxcran

010000, paiion baiikonslp, r. AcraHa, yi. A. Umanosa, 1. 13, BIl «Hypcaynert 2»
Tenedon: +7 (7172) 235-135

OnekTponHas noyta: farm@dari.kz

Caiit: http://www.ndda.kz

Kuipevizckasa Pecnybauka

JlemapTtaMeHT JIEKapCTBEHHBIX CPEACTB M MEAMIMHCKHX W3AeIuil mnpu MuHHCTEpCTBE
3npaBooxpanenus Keipreickoi PecryOmmnku

720044, Yyiickas o0nactp, T. bumkexk, yi. 3-a Jluawus, 25

Tenedon: +996 (312) 21-92-86

OnektponHas novra: dlsmi@pharm.kg

Caiit: http://www.pharm.kg

Pecnybnuxa Apmenus

I'HKO «IleHTp 3KCnepTU3bI JIEKAPCTB U MEAULIUHCKUX TEXHOJIOTUI

0051, r. Epesan, nip. Komuraca 49/5

Tenedonst: (+374 10) 20-05-05, (+374 96) 22-05-05

DnexTpoHHas noyra: vigilance@pharm.am

Caiit: http://pharm.am
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4.9. [lepeno3upoBka

OrnucaHo HECKOJIBKO CIy4YaeB Mepea03UPOBKHU.

CHMIITOMBI

Crernuduyeckre CHMITOMBI M TIPU3HAKH MTEPEI03UPOBKHA OTCYTCTBYIOT.
JleueHue

Criermuduueckuii aHTUAOT MPH NEPETO3UPOBKE HEM3BECTEH.

5. PAPMAKOJIOTHMYECKUE CBOMCTBA

5.1. ®apmakoauHaMHYeCKHe CBOMCTBA

®dapmakoTepaneBTUUYECKas IPyIa: Ipyrue CpeAcTBa, IPUMEHSIEMbIE B THHEKOJIOTHH.
Kon ATX: G02CXO01.

MexaHu3M IeHCTBUS

ATo3uban — cunTeTnueckuii nentun ([Mpa!, D-Tyr(Et)%, Thr*, Orn®]-okcurorun). Csi3piBasch ¢
pelenTopaMu OKCHTOLIMHA YEeJIOBEeKa, aTro3u0aH SBISETCS KOHKYPEHTHBIM aHTarOHHUCTOM
YEJOBEYECKOr0 OKCHTOIMHA. B X0Je IOKIMHUYECKMX HCCIIEIOBaHUI OBUIO TMOKa3aHO, YTO
aTo3u0aH, B3aMMOJICHCTBYS C pELENTOpaMH OKCHTOLMHA, CHIDKACT YacTOTy MAaTOYHBIX
COKpAIICHUI U TOHYC MHOMETPHS, YTO MPHBOAUT K MTOJABICHHUIO COKPATUMOCTH MAaTKH. Taxke
aTo3ubaH CBA3BIBACTCA C pELEeNTOpaMu Ba3onpeccuHa, yrHetas 3¢¢ext mnociemsero. Ilpu
JOKJIMHUYECKUX MCCIICIOBAaHUSAX HE OBLIO BBIIBICHO NMPH3HAKOB BO3JCHCTBUS aTo3nbaHa Ha
CEep/ICYHO-COCYMCTYIO CHCTEMY.

B ciydae pa3BuTHS IPEKAEBPEMEHHBIX POOB Y KEHIIIMHBI aTO3M0aH B PEKOMEH/IOBaHHBIX J103aX
MOJABJIICT COKpAIIEHUS MaTKU U o0ecreynBaeT MaTke (QyHKIIMOHAIBHBINA MOKoW. Paccnabnenue
MAaTK{ TIOCIIe BBEJCHHUs aro3ubaHa JOCTUTAeTCs ObICTPO, B TeueHUe 10 MHHYT COKpaTUTEIbHAS
aKTHBHOCTh MUOMETPHS 3HAYUTEIIFHO CHUIKACTCS, TTOITICPIKUBAst CTAOMIIBHBIN ()yHKIMOHAIBHBIN
MoKoH MaTkH (< 4 COKpaIlleHH B 4ac) B TeUeHUe 12 4acoB.

Kimmaunueckas 3¢ heKTUBHOCTD M 0€30IIaCHOCTD

B xmmHnueckoe wuccienoBanue ¢aser III (CAP-001) Obuio BkIOUEHO 742 KEHINUHBI C
NpeXIeBpeMeHHbIME ~ ponamu  Ha 23-33  Hemene OepemeHHocTH. [lamueHTkn  ObuH
PaHIOMHU3UPOBAHbI B 2 TPYIIIBI M TOJy4alid aTo3u0aH Win B-aApeHOMUMETHUKH (J103y Mpemnapara
noI0UPaTU METOAOM TUTPOBAHHUS) JIsI CHYKEHUS POIOBOM JIEATEIIHHOCTH.

[lepBuuHas KoHEYHas! TOUKA — JOJIS )KEHIIMH C OCTAHOBJICHHBIMHU MPEKIEBPEMEHHBIMU POJIAMH,
HE TPEOYIOIMMH JAOTIOTHUTEIIBHOTO BBEICHNS TOKOJIUTHICCKUX MIPETNapaToB B TEUCHHUE 7 THEH ¢
MOMEHTA Hayaja JCUYCHH.

BropuuHas KoHeWYHas TOYKa — UYHCIO OKCHINWH, Yy KOTOPHIX OBUIM OCTaHOBIICHBI

IPEKIEBPEMEHHBIE POJIbI B IEpro 48 4acoB MOCIIE Hayala JEUYEHUs.
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KEHIMH, TPUMEHSBIIMX aTo3u0aH u [-aApeHOMUMETHKH, cooTBeTrcTBeHHO (p = 0,37).
HccnenoBanue mokaszano, 4to y 59,6 % (n = 201) u 47,7 % (n = 163) 6epeMEeHHBIX JKECHIIHH,
npuMeHsBIIMX aro3ubaHn u P-agpeHomumeTukd (p = 0,0004) COOTBETCTBEHHO, ObUIH
OCTaHOBJICHBI MPEXKIEBPEMEHHbIE POJbI, a TakKe He TPeOOBAJIOCh BBEACHHE ajlbTEPHATHUBHBIX
TOKOJIMTUKOB. bombIas 4YacTh HETraTHBHBIX pe3yJbTaTOB INPUMEHEHUs aTo3ubaHa Oblia
o0ycyoBieHa IUIOX0HM mnepeHocuMocThio. Ciydan HemnocTaToyHOH 3(PQEKTUBHOCTH JIEUCHUS
BCIIEACTBUE TUIOXOM mepeHocumoctu mpenapara (p = 0,0003) wame BcTpeyanwch B TpyIIe
npuMeHeHus ato3ubana (n = 48, 14,2 %), Hexenu B rpyIIe, noixydyaBiien B-aapeHOMUMETHKI
(n =20, 5,8 %).

JlaHHOE HCcenoBaHKe MOKa3ajio, YTO BEPOSATHOCTH JAOCTHIKEHHUS NMEPBUYHON KOHEUHOW TOYKH
(ocTaHOBKa MPEXKIECBPEMEHHBIX POJOB U OTCYTCTBHE HEOOXOIMMOCTH BBEJICHUS aJIbTePHATUBHBIX
TOKOJINTUKOB B TEYEHHE 7 JHEHW Iociie Hayajla JIeYeHHUs) COMOCTaBMMa Yy MalUeHTOK Ha
24-28 Hexensx OEpeMEHHOCTH, NPHHUMABIIMX aTO3W0aH WU [-aApEHOMUMETUKH. Tarxke
ClIeZlyeT OTMETHUTbh, UYTO 3aKJIIOUEHUE OBUIO CIeNaHO Ha OCHOBE JAaHHBIX HEOOJBIIONH BBHIOOPKH
(n = 129 nanueHToB).

B oTHOmIEHUY AOCTHKEHNSI BTOPUYHON KOHEYHON TOUKH 3(PPEKTUBHOCTH MPUMEHEHUS aTo31M0aHa
ObuIa CpaBHUMA C IPUMEHEHUEM [-aIpeHOMUMETHKOB.

Uucao MOCTyNMMBIIMX B OTJAEJICHHWE pPEaHUMAlUd HOBOPOXKIEHHBIX OBLIO  CXOIHBIM
(mpubnusurensbHo 30 %), Tak Ke, Kak M JIUTEIBHOCTh NpeObIBaHMS Ha HCKYCCTBEHHOM
BeHTWISILUKM JierkuX. CpegHuid Bec HOBOPOXKIEHHOro coctaBui 2491 + 813 r B rpymnme
npuMeHeHus aro3ubana u 2461 + 831 r B rpynmne npuMmeneHus B-aapeHomumerukon (p = 0,58).
[TonmyuyeHHbIE JaHHBIE O COCTOSHUM 3/I0POBbsI MAIIMEHTOK M HOBOPOXIEHHBIX OBUIM CXOJHBI B
o0eux rpynmnax. OIHAKO Ha OCHOBE HMMEIOIIUXCS AAHHBIX HCKIIOYUTh HAIU4YUE Pa3Iuuuil y
[IPEnapaToB HEIb34.

W3 361 nmanueHTky, pruHUMABILIEH aTo3u0aH MpH NPOBEIEHUH KIMHUYEeCKOoro uccinempoBanus 111
¢a3pl, 73 OepeMeHHbIC >KEHIIMHBI MOMYYMJIM | TIOBTOPHBIA KypC JI€UEHHUs, § JKEHIIUH —
2 OBTOPHBIX Kypca, 2 )KEHIIUHBI — 3 TOBTOPHBIX Kypca.

[Ipu mnpoBeaeHur MIaE€00-KOHTPOJIUPYEMOTO  KIMHUYECKOTO  HCCIEAOBAaHUSA  YPOBEHb
NepUHATATHLHON CMEPTHOCTH cocTaBui 5/295 (1,7 %) B rpymme NanmueHTOB, MPUHUMABIIEH
tane6o, u 15/288 (5,2 %) B rpynme, npuHUMaBIIel aTo3ubaH, BKIoYas 2 3aQUKCUPOBAHHBIX
CiIy4asi CMEpTH JeTel B Bo3pacTe 5 u 8 mecseB. 11 cirydaeB rubenu 1m1o1a B rpyIme NpuMEHEHUs
aro3ubana Obput 3adukcupoBanbl Ha 20-24 wHemene OepemeHHocTH. (OTMEYEHO, YTO
pacnpenenenue cyObekToB moarpymmbsl 20-24 Hemenu OEPEMEHHOCTH MEXKIY TpyNIaMu

IpUMEHEeHHs TpernaparoB (rpymnmna aro3ubana — 19 nmanueHTok, manedo — 4 manueHTku) ObLIo
9
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24 "Henenb ypoBEHb MEpUHATAIBHON CMEPTHOCTHU OBbLIT CONOCTaBUM I 00€UX TPYIII IpenapaToB
(1,7 % B rpynmne mnanebo, 1,5 % — B rpymre ato3nbana).

B xozxe mpoBeneHHs] KOHTPOJIHUPYEMBIX pPaHIOMU3UPOBAHHBIX HCCIIEIOBaHUI 0€30MacHOCTh U
3(PeKTUBHOCTh MPUMEHEHHS aTO3u0aHa y KEHIIIMH CO CPOKOM OEpeMEHHOCTH MeHee 24 Helelb
HE OIICHUBAJIACh.

5.2. apmakokuHeTHYECKHE CBOHCTBA

AbGcopbuus

VY 310poBBIX HEOEPEMEHHBIX JKEHIWH, MOJy4aBIIMX aro3nban B Buae uHpy3mm (ot 10 1o
300 Mxr/mMuH B TeueHue 12 4acoB), ycToiiunBas KOHIEHTpALKs B TUIa3Me KPOBH YBEIHUUBAIACH
IPOTNOPLHMOHATIBHO J103€. BBIIO yCcTaHOBJIEHO, 4TO (hapMaKOKMHETHUYECKHE MoKa3aTenn (00beM
pacnpeneneHus, KIUPEeHC U Mepuo/l MOJyBbIBEICHHUS) HE 3aBUCST OT J103bI.

Pacnopenenenue

B ciydasx mpexaeBpeMEeHHBIX POJOB Y JKEHIIHH, MTOJYYaBIINX aTO3M0aH B BUE BHYTPUBEHHOM
uHpy3un (300 Mkr/mMuH B TedeHHe 6—12 uacoB), ycTOHUMBasi KOHLEHTpAIUs B IUIa3Me
JIOCTUTAJIach B TeUeHHE | yaca mociie Havana uHy3un (B cpenneM 442 + 73 Hr/mi, B UHTEpBae
298-533 ur/mi). Ilocne mpekpareHuss HHQY3UH KOHIIEHTpAIUsl Mpernapara B Iia3Me OBICTPO
CHW)KAETCS CO 3HAYCHUSMU HadalbHOTO (tu) W KOHEYHOro (tg) TMepHoia MOyBBIBEICHUS
0,21 £0,01 u 1,7 + 0,3 g coorBercTBeHHO. Cpennee 3HaueHue kiupeHca —41,8 £ 8,2 n/4. Cpennee
3HaUYeHHE 00beMa pacrpeaesieHus cocrapiser 18,3 £ 6,8 .

Ces3p aro3ubaHa ¢ OenkaMu TIa3Mbl Yy O€PEMEHHBIX KEHIIMH cOocTaBisieT oT 46 mo 48 %.
HeusBecTHO, UMEIOTCS NI CYNIECTBEHHBIC PA3IMuUs B COACPKAaHUM CBOOOJHOW (pakuuu B
OpraHm3Max MaTepu W Iuiofa. ATo3MOaH HEe MPOHUKAET B IPUTPOIMTHL. ATO3MOAH MPOHUKAET
yepe3 TuianeHTapHbeiii 6apeep. [locie BBeaeHus aTo3nbaHa 30poBOi OepeMEHHOM JKEHIIUHE CO
ckopocTthio 300 MKI/MWUH COOTHOIIEHWE KOHIICHTPAllUM aTo3MbaHa B OpraHu3Me IUIoa U
KOHIIGHTPALMH aro3ubaHa B opranu3me marepu pasto 0,12.

Buorpancdopmarnus

B mnasme kpoBn W Mode denoBeka wuaAeHTHUIUpoBaHO 2 Metabonuta. COOTHOIIICHHE
KOHIIGHTpAIllMd OCHOBHOTO Metabonmuta Ml M KOHIEHTpanuu aro3ubaHa B IIa3Me KpPOBHU
cocraBisio 1,4 m 2,8 Ha BTOpOi yac mocje Havasa MHQY3UH U TOCNIE €€ IMPeKpalleHus
CcOOTBeTCTBeHHO. HeusBecTtHo, HakamauBaeTcs i Ml B Tkausx. OcHOBHO#N MeTtabomut Ml
npuOim3uTenbHo B 10 pa3 cimaGee, yeM aro3mbaH, yrHETaeT BBI3BAHHBIC OKCHUTOIIMHOM
COKpaIIeHHsI MaTKH in vitro. Metabomut Ml mpoHHKaeT B TpyHOE MOJIOKO (CM. pas3zen 4.6).

WNurubupoBanue arozubanom uzopopMm utoxpoma P450 manoBepostHO (cM. paszen 4.5).

DIMMUHALUA
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B 50 pa3 mensbiie kKoHueHTpauuu MI. HemsBecTHo, kakas moss ato3ubaHa BBIBOJUTCS 4epes
KHILIEYHUK.

IToueunast He1OCTATOYHOCTD

OneIT NMpUMEHEHHsI arto3ubaHa TPU JICUCHUW NAIMCHTOK C HapylmieHHeM (QYHKIMH ITOYCK
oTcyTcTBYeT. Hapymienne QyHKIMM TOYeK HEe TpeOyeT M3MEHEHHUS J103bI, MOCKOJIBbKY MOYKaMHU
BBIBOJIUTCSI OUYEHb HE3HAUYUTEIHHOE KOJIMUYECTBO aTo3ubana (cM. pasaensl 4.2 u 4.4).

IleueHOYHAS HEAOCTATOYHOCTD

OnpIT npuMeHeHUs aro3ubaHa NpU JIEYEHUHM NAlMeHTOK C HapylleHHeM (QYHKIHMH IEYEeHU
OTCYTCTBYET. Y MAIMEHTOK C HapylIeHHeM (YHKIMHU MEUEHH ClIEAyeT NPUMEHSTh aTo3ubaH ¢

OCTOPOKHOCTBIO (CM. pa3niensl 4.2 u 4.4).

6. PAPMAIIEBTUYECKHE CBOMCTBA

6.1. IlepeyeHb BCIOMOraTe/IbHbIX BelIECTB

Mannuton

1 M pacTBOp XJI0POBOJIOPOIHON KHCIOTHI (111 KOppekiuu pH)

Bona niist naneximin

6.2. HecoBMecTUMOCTH

[Ipenapat Ato3uban I1CK He cnemyer cMemmBaTh ¢ JPYTUMH MpenapaTamMu.

6.3. Cpok rogHocTH (CPOK XpaHeHUs)

2 rona.

6.4. OcoOble Mepbl NPEAOCTOPOKHOCTH NPH XPAHEHUH

XpaHUTh B OPUTHHAIBHON ynakoBke ((pJiakoH B Mavyke win KopoOke) mpu temnepatype 2—8 °C.
He 3amopaxuBats. [lociie BckpbIThs (priakoHa pacTBOP JOHKEH OBITh HCIOIB30BaH HEMEAJICHHO.
6.5. Xapakrep M coaepkaHue NePBUYHON YIIAKOBKHU

ITo 0,9 mu1 Bo ytakoHBI U3 OECIIBETHOTO CTEKIIA | THAPOIUTUYECKOTO KJIAaCCa BMECTUMOCTBIO 4 M,
TEPMETUYHO YKYIOpPEHHBbIE OpOMOYTHIIKAYYyKOBBIMH MPOOKAMHU, 3aKPBIThIE KOJIMaduKaMH
ATFOMUHHEBO-TIACTUKOBBIMHU TUTIA «haumn-odd». Ha kaxnpiii (hakoH HaKJIEUBAIOT ATHKETKY.
[To 1 ¢pnakoHy BMecTe ¢ JIMCTKOM-BKJIAABIIIEM OMELIAIOT B KapTOHHYIO nMayky. Ha kapToHHy!o
MavYKy MOKET OBITh HAHECEHA ITUKETKA KOHTPOJISI IEPBOTO BCKPBITHSI.

Lna cmayuonapoe

9 wmm 21 hakoH ¢ paBHBIM KOJMYECTBOM JIMCTKOB-BKJIAIBIIIICH TOMEIIAIOT B KAPTOHHYIO MAYKy
C pa3zenuTensiMu win 6e3 pazaenuteneil. Ha kapToOHHYIO auKy MOKET ObITh HAHECEHA STUKETKa

KOHTPOJIA ICPBOT'0 BCKPBITHUA.
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KOpOOKy C pazaenurensiMu win Oe3 pasgenureneidl. Ha kopoOKy KapTOHHYIO HaKJICHBAIOT
3TUKeTKy. Ha KapTOHHYI0O KOpOOKYy MOXET ObIThb HaHeCeHa 3THUKETKa KOHTpOJI IEepPBOTrO
BCKPBITHSI.

6.6. OcoOble Mepbl NPEIOCTOPOKHOCTH TPH YHUYTOKEHHUHM HMCIHOJIb30BAHHOIO
JIeKAPpCTBEHHOr0  Mpenapata WJIH OTX0A0B, MOJYYEHHBIX TOcje TPUMeHEeHHs
JIEKAPCTBEHHOI0 Npenapara u Apyrue MaHUMYJISINMH ¢ MIPenapaTom

[lepen BBemeHmeM pacTBopa (UIAKOHBI CIETyeT OCMOTPETh BU3YalbHO HA IMPEIMET HATUYUs
HEepacTBOPEHHBIX YAaCTHIl M M3MEHEHHUS IIBETa PacTBOPA.

WHCTpYKIIMS IO NPUTOTOBICHUIO PACTBOPA /I BHYTPHUBESHHOT'O BBEJICHMUS (3TaH 1)

Habpatp u3 ¢aaxona 0,9 mu pactBopa [Uisi BHyTPUBEHHOT'O BBEICHUS M BBOAUTH BHYTPUBEHHO
ME/UICHHO B TE€4YeHHWEe | MHHYTHI IOJ TINATEIbHBIM HAONIOJCHWEM Bpada B aKyIIEpPCKOM
OT/EJICHUM.

PacTBOp A7151 BHYyTPUBEHHOT'O BBEICHUS HEOOXOAUMO HCIIONIb30BAaTh HEMEAJICHHO MOCTIe BCKPBITHS
¢akoHa.

Yrrimzanus

Oco0ble TpeOOBaHMS OTCYTCTBYIOT.

7. AEPKATEJIb PETUCTPAIMUOHHOI'O YIOCTOBEPEHUSA

Poccuiickas @enepanus

000 «IICK ®apmar

141983, MockoBckast 0011, r.0. JlyoHa, . [ly6Ha, yi. [Iporpammuctos, 1. 5, cTp. 1

Tenedon: 8 (499) 400 16 99; 8 (496) 218 19 19

DnektponHas noyra: officel @rusbiopharm.ru

7.1. llpencraBuTeb Aep:KaTeis PperiCTPALMOHHOIO yI0ocTOBepeHnsi Ha Tepputopuu Coro3a

IIperen3uun norpedbuTesIel HANPABIATS 10 AJIPECY:

Poccuiickas @eoepayus

000 «IICK ®apmar

141983, MockoBckas 00u1., T.0. JIyOHa, r. JlyOHa, yiu. [Iporpammuctos, a. 5, ctp. 1
Tenedon: 8 (800) 234 16 99

DneKTpoHHas mouta: pv(@rusbiopharm.ru

Pecnybnuxa benapyco

000 «DapmAccucTeHe»

220131, r. MuHck, yn. 'amapuauka 30, opuc 404 (6 sTax)

Tenedon: +375 29 640 42 86
12
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(NOCNEQCBATENEHOCTE 0003)

DeKTpoHHas 1movTa: pv(@pharmassistance.by

Pecnybnuka Kazaxcman

TOO AJIIUME]]

050051, r. Anmatsl, Mukpopaiion Camai 1, gom 1
Tenedon: +7-727-263-27-34

OnexTponHas noyra: aldimed@mail.ru
Kuipevizckaa Pecnybauka

OcOO0 «MencepBuc.KG»

720051, r. bumkek, yin. Kypmanxan Jlatka, 1. 131-133
Tenedon: +996 312 36-90-39

OnexTponHas noyra: medservice.kg@mail.ru
Pecnyonuxa Apmernus

000 «Pyanym Tpaguury

r. EpeBan, yn. Kouapsn, 1. 18/52

Tenedon: +3 749 566 36 68

OnektponHas rnoyra: rudiumtrading@gmail.com

8. HOMEP PETUCTPAIIMOHHOI'O YIOCTOBEPEHMUSA

9. IATA NMEPBUYHOM PETMCTPAIIMHA (IIOJATBEPXJEHHSI PETMCTPAIIUW,
INEPEPETUCTPAIIN)

JlaTa niepBoii perucTpanuu:
10. JATA IEPECMOTPA TEKCTA
OOmast  xapakTepucTHKa JieKapcTBeHHOro mnpemapara Atozuban IICK ngocrymna Ha

UH(POPMALIIOHHOM rnopTaue EBpasuiickoro SKOHOMHYECKOIO COor03a B

nH(pOpPMaAITMOHHO-KOMMYHHUKAaIIMOHHOM ceTn «HTepHeT https://eec.eacunion.org/.
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