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OBIIAS XAPAKTEPUCTHUKA JIEKAPCTBEHHOI'O IIPEITAPATA

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O IIPEITAPATA

Cowmagept, 10 mr, muodunusar 1uis IPUTOTOBICHUS PACTBOPA IS MOJIKOKHOTO BBEICHHS
Comasept, 15 mr, nuodunausar Ui IPUrOTOBICHUS PACTBOPA ISl OJIKOKHOTO BBEICHHSI
Cowmagept, 20 mr, muouan3aT Ui IPUTOTOBICHUS PACTBOPA IS MOJIKO)KHOTO BBEICHHS

2. KAUECTBEHHBIN 1 KOJIUYECTBEHHBIN COCTAB

2.1 O011ee onucanue

[[>rBucomManT — 93TO XHUMHYECKH  MOAM(PHUIIMPOBAHHBIM  TOJUNENTUIHBIA  TOPMOH
pexombuHanTHOTO JIHK-TIpONCXO0KIeHNs, aHAJIOT YEIOBEYECKOTO TOPMOHA POCTA, SBISIONTUIICS
AQHTArOHHUCTOM €T0 PELENTOPOB.

[Monmyuyeno ¢ wucnonb3oBanueMm Llrtamm-mpoayuenta: E.coli K-12, mramm-akuentop 33B6.
[ramm 33B6 monyden u3 mramma E. coli K-12 qukoro tuma W3110.

2.2 KayecTBeHHBIN U KOJUYECTBEHHBII COCTAB

JlericTBytolI€€ BENIECTBO: MATBUCOMAHT

Cowmagepr, 10 mr, 1noduan3at A OpUroTOBICHHS PACTBOPA JUIsS MOJKO0KHOTO BBEJICHUS
Kaxnprii pnakoH cogepxut 10 Mr m3rBucomanTa.
ITocne BoccranoBieHus 1 Myt pactBopa coAaep>kuT 10 Mr m3rsrucomMaHTa.

Cowmagepr, 15 mr, 1noduan3ar A OpUroTOBICHHS PACTBOPA JUIS MOJKO0KHOTO BBEJICHUS
Kaxprii hmakoH cogepkuT 15 Mr m3rBucomManTa.
[Toce BoccTanoBneHus 1 M1 pacTBOpa COAEPKUT 15 MT IMIArBUCOMAHTA.

Cowmagepr, 20 mr, 1ModuaN3aT A OPUTOTOBICHHS PACTBOPA JUIS MOJKO0KHOTO BBEJICHUS
Kaxnprii pmakoH cogepxut 20 Mr m3rBUCOMAHTA.
[Tocne BocctanoBnenus 1 Mt pactBopa coaepkut 20 Mr MIrBUCOMaHTA.

BcnomorareabHble BCIICCTBA, HAJIMUMUC KOTOPBIX HAAO YUUTBIBATH B COCTABC JICKAPCTBCHHOI'O
npenapara: HaTpui (cM. pazaen 4.4).

[TonHbIM IepeyeHb BCIOMOTaTeIbHbBIX BEIIECTB MPUBENIECH B pazaene 6.1.

3. JEKAPCTBEHHAS ®OPMA

JImounusar A MPUTOTOBJICHUS PACTBOPA JJIS TIOAKOYKHOTO BBEACHUSI.

JInopunuzar - Genblii WM MPAKTHUECKU Oemblil TMO()UIM3UPOBAHHBINA TOPOIIOK.

PactBoputens (Boma /Uisi MHBEKIMA) - Mpo3padHas OeclBETHAs »XUIKOCTh, MPAKTHYECKH 0e3
BUJIUMBIX YaCTHII.
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BoccraHoBneHHBIN pacTBOP - MPO3payHBIA WM CJeTKa OMaJeCIUPYIOMHA OT OECIBETHOTO 0
3CJICHOBATO-XKCJITOT'O LIBETA paCTBOP 663 BUAUMBIX MEXaHUYCCKUX BKJIFOUCHHH.

4. KIMHUYECKHUE JAHHBIE

4.1. Iloka3zaHus K NPUMEHEHHUIO

[Ipenapatr ComaBepT MoKa3zaH B3POCIBIM IMALUEHTaM JUIsl JICUCHUS aKPOMETJINH, TIPU OTCYTCTBHH
aJIeKBaTHOTO OTBETA HA XHPYPTrUUYECKOe JICUeHNE U/UITH JIy4eBYIO TepaIuio, a TAak)Ke MalMeHTOB,
y KOTOPBIX COOTBETCTBYIOIIIEE JICUCHNE aHAJIOTaMH COMAaTOCTaTHHA HE MIPUBEJIO K HOPMATIU3aIHH
KOHIIEHTPAIMU HHCYJIHHOMOM00Horo (akropa pocta 1 (M®PP-1), uiau npu HEMEPEeHOCHMOCTH
[IPEnapaToB JaHHOM! TPYIIIIBL.

4.2. Pe:xuM 103MPOBaHUS M CIOCO0 MPUMeEHEHHU s

Tepanmo IIB3rBUCOMAHTOM CJICAYCT HAYUHATD IO Ha6JIIOI[eHI/I€M Bpaua, KOTOprﬁ HUMCECCT OIIBIT B
JICYCHUHU aKpOMCTaJINH.

PexxuM 103upoBaHus

[Ton xoHTposieM Bpada MOJKOKHO BBOASAT Harpy3ouHyro ao3y 40 mr minum 80 Mr mpemapara
Comaseptr. Ha cnenyrommii nenp npenapatr Comasept, 10 Mr, BocCTaHOBJIEHHBIH B 1 Mi
pacTBOpUTEIA, CIEAyeT BBOAUTH 1 pa3 B CyTKU MyTeM MOJKOKHOM HHBEKIUH.

Koppekuuto 10361 clienyer NpoBOJUTh Ha OCHOBaHUM KOHIeHTpannu U®OP-1 B miiazme kpoBwu.

Kaxnpie 4-6 Henmens ompenenstoT KoHueHtpauuio WOP-1 B miasme KpoBU W NPOBOAST
HEOOXOAMMYI0 KOPPEKIIMIO J103bl, YBEIUYMBAs WJIM YMEHBINAs HA 5 MT B CyTKH C TE€M, YTOOBI
noajepkuBaTh KoHueHTtpanuioo V®P-1 B nmna3Me KpoBHM B mpefesiax CTaHJapTHU30BAHHOIO IO
BO3PAacTy HOPMAJIBHOTO JUaIa3oHa ISl MOAAEepKaHUsl ONTUMAIBHOTO TEPANIEBTUYECKOTO OTBETA.

Oyenka ¢ynkyuu nevenu 0o Hauana neverus npenapamom Comasepm

[lepen nauamom Tepanuu mnpernapatoMm CoMaBepT cleayeT OINpeneiauTb HCXOJHbIE 3HAueHUs
ouoxumuueckux mnokasareneil ¢ynkiuu nedenu (BIIDID) (amanmnamunotpancdepaza (AJIT),
acnaptatamuHoTpancdepaza (ACT), oommit ounmupyoun (Ob) u menounas ¢ocdaraza (LLD) B
I1asMe KpoBH). PexomMeHanuu B OTHOLIEHUHM Hayajla JIEUEHUS B 3aBUCHMOCTH OT MCXOJHBIX
3HauyeHui BII®PII u ux MoHUTOpHHTa B IIepuo Tepanuu npenaparoM CoMaBepT MPEACTABICHBI B
tabmuie A B paszaene 4.4.

MakcumanbHasi CyTouYHasl J103a MITBUCOMaHTa (TIOC/Ie BBECHHS HArPy30UHOW J103bI) HE JAOJDKHA
npesbimath 30 mr/cyT (3 uabeknuu o 10 mr, 2 uHbeKIHH M0 15 Mr wim 1o 1 uabekuuu 20 Mr u

10 mr).

Jnst pa3iM4HBIX PEKHMMOB JO3UPOBAHUS IIPENapaT BBITYCKACTCS B CIEAYIOIIMX JO3UPOBKax:
Comageprt 10 mr, ComaBept 15 mr, Comaept 20 mr.

Oco0rIe I'pynIbl TanMEHTOB

Tayuenmor noscunozo eo3pacma
Koppekus 10361 npenapara He TpeOyercs.
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Tayuenmoi ¢ neueHOUHOU UIU NOYEYHOU HEOOCMAMOYHOCbIO
be3onacHocTh U 3 PexkTHBHOCTD MpUMeHEeHHs Tpenapara ComMaBepT y MAIMEHTOB C MOYEYHOU
WJIN IICUEHOYHOU HCAOCTAaTOYHOCTBHIO HC YCTAHOBJICHBI.

CTU
be3onacHocTh u 3 dekTHBHOCTS MpUMEeHEHHs Tpenapata CoMaBepT y AeTei B Bo3pacTe 10 18
JICT HC YCTAHOBJICHEI.

Cnooco0 npuMeHeHus
[T>rBUCOMAHT cjieyeT BBOAUTH IyTEM MOIKOKHOW HHBEKIINH.

MecTo HHBEKIIUU CIAEAYET eXKEAHEBHO MEHSTH JUTsl PEIOTBPAIICHUS! IUTIOTUIIEPTPODUH.

Hupopmannio 1Mo BOCCTAaHOBJIICHHIO JICKAPCTBECHHOTO IperapaTa mnepea NMPUMEHEHHEM CM. B
paszene 6.6.

4.3. IlpoTuBONOKA3aHUS

®  TUNEpPYYBCTBHUTEIBHOCTh K IIPIBUCOMAHTY WIM K JIOOOMY W3 BCIIOMOTATENBHBIX BEILECTB,
MICPEYHCIICHHBIX B pazzene 6.1,

e Bo3pacT 70 18 jer (B CBA3M C OTCYTCTBHEM JAHHBIX 1O Oe3omacHOCTH M 3(dexTuBHOCTH
I3IBUCOMaHTa y zieteit o 18 ner);

¢ Y IAUHMEHTOB C MOYEYHON HEJJOCTaTOYHOCTHIO,

®  [IepHOJ IPYAHOTO BCKapMIIMBAHHUSI.

4.4. OcoOble yka3aHMsl 1 Mepbl NPeI0CTOPOKHOCTH NPH PUMEHEeHUH

OTCIeXNBAEMOCTD

C 1enpl0  yIyYIICHHS OTCIEKHBAEMOCTH OMOJIOTMYECKUX JICKAPCTBEHHBIX IpenapaToB
HalMEHOBAaHHWE W HOMEpP CEpPUM IMPHUMEHSAEMOro Ipernapara JOJKHBI ObITh YETKO 3alHCaHbl B
MEJULMHCKOW KapTe MalKeHTa.

OHVXOHI/I, CEKPECTUPYIONMEC TOPMOH POCTa

[Tockonbky T0OpOKaYeCTBEHHBIE OYXOJHU, CEKPETHPYIOIINE TOPMOH POCTa, HHOT/Ia MOTYT PacTH,
BBI3BIBAsI CEPHE3HBIC OCIOXKHEHUS (Harmpumep, AeheKThI OJIeH 3peHus ), HE0OOXOMMO TIIATEIIBHO
MOHUTOPUTH pa3Mep OIyXOJIU.

[lpy mMOSIBIEHWH TPU3HAKOB POCTA OIYXOJIU PEKOMEHAYETCS NPUMEHSATh ajJbTCPHATHBHBIC
MCTObI TCPAIINH.

Mowuutopunr kourenrpaimu MUPOP-1 B mmazMe kpoBu

II>rBHCOMaHT — 3TO MOIIHBIN AHTArOHUCT COMATOTPOITHOIO TOPMOHA. B pe3ynbrare NpuMeHeHUs
3TOr0 JIEKAPCTBEHHOTO Mpernapara MOXET BO3HUKHYTh Oe(GUIUT COMATOTPOMHOrO0 TOPMOHA,
HCCMOTPA Ha HAJINUYHC MOBBIIIICHHOU KOHICHTpAalMK COMATOTPOIMHOT'O TOpMOHA B IJIa3ME KPOBHU.
Crnenyer KOHTPOJIMPOBATh U MOJAEPKUBATh KOHIeHTpaunu MDP-1 B ma3mMe KpoBH B Npeaeax
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CTaHJapTHU30BaHHOTO IO BO3pacTy HOPMAJbHOTO Juama3oHa IMyTeM KOPPEKUHH J03bl
MAIBUCOMAHTA.

Tloseienne aktuBHoct AJIT miau ACT

[lepen nauamom Tepanuu npenaparoM CoMaBepT ClEAyeT ONPEAENUTbh HCXOAHbIC 3HAUYCHHS
BII®IT AJIT, ACT, Ob u I1® B mma3me KpOBH).

V nanuenToB ¢ noBeIieHHON akTUBHOCTBIO AJIT n ACT, a Take manueHToB, NOJIy4aBIINX paHEe
aHaJIoTH COMAaToOCTaTuHa, HGOGXOI[I/IMO UCKIIFOUUTHL HAJINYUC O6CprKI_II/II/I JKEITYCBBIBOIAIIUX
nyTeil. [I[puMeHeHne MAIrBUCOMaHTa CIIEIyeT MPEeKPATHTh, €CIU MPU3HAKH MOPAKECHHS TCUYCHU
COXpPaHSIOTCS.

PeKOMeHI[aI_[I/II/I B OTHOIICHHMU Ha4aJla JICYHCHUA IMPLCIapaToM COMaBepT, B 3aBUCHMOCTH OT
ncxoaHbix 3HadeHuil BIIDII, u ux MoHUTOpUHTra B mepuo] npuMeHeHus npemnapara CoMaBepT
MPEJICTaBJICHBI B TA0HIIE A.

Tabauna A. Pexkomennannu, kacaomuecsi HayaJja jgedenus npenaparom Comasepr, B
3aBHCHUMOCTH OT UCXOAHBIX 3HAYeHH i BIIDII, u pekoMeHaaUMU N0 EPUOTHUYECKOMY
MOHNTOPHHTIY 3Ha4YeHuii BII®II Bo Bpems euenns npenaparom ComaBepT

Hcxoansbie 3HaueHusi BIIPII PexoMenpanuu

e MO0OXHO HAUMHATH IPUMEHATH npernapaT ComaBeprT.

e Konnenrpauuu AJIT u ACT B mna3me KpoBu cleayeT
OTIpeeNsATh Kaxkaple 4—0 Helenb B TEUEHHE MEepPBbIX
6 MecsitieB nedeHus mpenaparom ComaBepT WU B
mo0oe BpeMms, €cld y TMAalHeHTOB HaOII0Jal0TCs
CUMIITOMBI, YKa3bIBAIOLIIME HA TCMATHT.

e MoxHo Ha3zHauaTh mnpenapar ComaBepT, OJHAKO
HEe00X0INMO ONPEACIISITh 3HAYCHU BIIDII
eXKEeMeCsYHO B TeueHue Mo MeHblued mepe 1 rona
MocJie Havasa Teparuy ¥ 3aTeM 2 pa3a B roJl B TeUeHue
CJIETYIOIETrO roJia.

e He crneayer HauumHaTh Tepanuio MpenapaTroM
ComaBepr 10 Tex TOp, TOKAa KOMIUIEKCHOE
oOcienoBaHHE HE YCTAaHOBHUT MPUYMUHY HapyIICHUS
(GYHKIUY TTeYeHU Yy TaIeHTA.

e VYCTaHOBUTh, HMEETCS JIM Ha JaHHBIK MOMEHT
XOJICIIUCTUT WJIU JKEITYHOKaMeHHas 00J1e3Hb, 0COOEHHO

[ToBbIieH, 6osee yem B 3 pasza y IAaLMEHTOB C MPEAbIAYLICH Tepanuend aHaJloramu

Bbiie BI'H COMaTOCTAaTHHA B AaHAMHE3E.

e Ha ocHoBaHuU pe3ynbTaTOB OOCIEIOBAaHUS CIEIYET
paccMOTpeTb ~ BO3MOKHOCTh ~ Hauajga  JICUCHUS
npenaparoM ComaBepr.

e Eciu npuHATO penieHre HadaTh Tepanuto, BIIDII u
KIIMHUYECKUE CHUMIITOMBI CIEAYET KOHTPOJIMPOBATH
OUYEHb TIIATENBHO.

Coxpamenus: AJIT — ananunamunorpanchepaza; ACT — acnapraramuHOoTpaHcdepasa;

BII®DIT — 6noxumuueckue nokasarenu GyHkiuu nedeHu; BI'H — BepxHsis rpanuiia HOpMBI.

Hopmanbhbie

IToBkIlIEHBI, HO HE OOJIce YeM B 3
paza Beiie BI'H
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Ecnu y nanpenrta Bo Bpems jieueHus npenapatom ComaBepT moBbIcWIUCh 3HaUeHUs BIIDIT nnmn
BO3HHUKJIM JIpyTHe MPHU3HAKH MM CUMITOMBI HapylleHUs (YHKIMU MEYECHH, PEKOMEHIYIOTCS
CJICMYIOIINE BapUaHTHI JieueHus (Tabnuia b).

Taoauna b. Kiiunnyeckne pekoMeHIallui, OCHOBAHHBIE HA OTKJIOHSIOIIUXCS OT HOPMBbI
pe3yabtatax oueHkn BII®II Bo Bpems jeuyennst npenapatom ComasepT

3navyenus BIIDII u
KJIMHUYeCKHe
NMPU3HAKH/CUMIITOMbI

Pexomenganun

[ToBbllIeHBI, HO HE Oosiee YeM B 3
paza Beiie BI'H

MoxHO npoaospKaTh JedeHue npenapatom ComMaBepr.
OnHako, cleqyeT eXEeMECAYHO OMpEAeNATh 3HAUCHUS
BII®II mna BBIABIEHUS BO3MOXKHOI'O JAILHEHIIIETO
IIOBBIIIICHU A.

[ToBbIieHs! O0JICE YeM B 3 pasa,
HO MeHee 4eM B 5 pa3 Beimie BI'H
(6e3 mpu3HaKOB/CUMIITOMOB
rermaTuTa WK JPyroro NopakeHus
MEYECHHU, WIH MTOBBIICHUS
koHueHrpauuu Ob B miazme
KpPOBH)

Mo:xHO po0JKaTh JiedeHue npenapatom ComMaBepr.
OnHako, cleayeT eKeHEAEIbHO ONPEeeaaTh 3HAUYECHUS
BII®II nng BuIABICHHA BO3MOXKHOTO JaJbHEHUIIIETO
TTOBBIIICHHS (CM. HUKE).

Crnenyer TpOBECTH KOMIUIEKCHOE OOCIeI0BaHUE
MEYEHH JUISl YCTAHOBJICHUS HAJIUYMSl aJIbTEPHATUBHOMN
NPUYMHBI HAPYIICHNS QYHKIMH MTEYCHH.

[ToBblillIeHBI HE MEHEE YEM B 5 pa3
Beiie BI'H nin akTHBHOCTH
TpaHCaMHWHa3, IO MEHBIIIEH MepeE,
B 3 paza Bbiiie BI'H B coueranuun
C TFOOBIM TTOBBIIICHHEM
koHueHrpauuu Ob B miazme
KpoBH (TIpU HATMYWW WA
OTCYTCTBUH
MIPU3HAKOB/CUMIITOMOB TeTaTUTa
WM IPYTHX TOPAKCHUI TIEYCHHU )

Jleuenne npenaparom CoMaBepT claeAyeT HEMEIJICHHO
MIPEKPATUTb.

Cnenyer TmpoBecTH KOMIUIEKCHOE 00cie10BaHue
MEYEHHU, BKIIOYAsl TMEPUOJUYECKOE  OIpeaeTIeHUE
3HaueHuid BIIDII B miazme KpoBH, ISl ONpEaeTICHUs
TOTO BEPHYJIUCH JIM OHU K HOPMAJIbHBIM 3HAUYCHUSIM, a
€CJIM BEPHYJIUCh, TO KOTJa.

Ecmu 3nauenme BIIDII nHOpManmsoBamoch (BHE
3aBUCUMOCTHU oT TOTO, oOHapyxkeHa m
anbTepHATHBHAS MpPUYMHA HapyleHus (QyHKUUU
MEYEHHU), CJIEAYeT  PAcCMOTPETh  BO3MOXHOCTh
OCTOPOKHOTO BO300HOBJICHMSI JICUEHUS IpernapaToM
Comageprt ¢ yacTbiM MOHUTOpUHIOM BIIDIT.

[Ipu3Haku UK CUMIITOMBI,
YKa3bIBAIOIME HA TeNaTUT WIN
Ipyroe nopakeHue ne4eHu
(Hampumep, KenTyxa,
OMITMpPYyOMHYpHS, TTOBBIIIICHHAS
YTOMJIIEMOCTD, TOIIIHOTA, PBOTA,
00JIb B TPaBOM BEPXHEM
KBaJIpaHTE KUBOTA, aCITUT,
HEOOBSCHUMBINA OTEK, CKIIOHHOCTh
K JIETKOMY 00pa30BaHUIO
reMaToM)

Crnenyer  HeMEIJICHHO
o0cienoBaHuE TIEUCHHU.
Ecnu mopakeHHe MEYCHH MOATBEPKACHO, JICUCHHUEC
IpenapaToM CIICAYeT MPEKPATUTb.

IMPOBECTU KOMIIJICKCHOC

I'nnornukemMust

B PE3YJIbTATC UCCICAOBAHUSA ITPUMCHCHUS NISTBUCOMAHTA Y MMAUCHTOB C CaXapHbIM ,Z[I/Ia6eTOM,

5
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TOJTyYaBIIAX JIEUCHUE HHCYJIMHOM WM TIEPOPaTbHBIMH THITOTTMKEMHUYECKUMH JIEKAPCTBEHHBIMH
npenaparamMu, 6BIJI BBISIBJICH PUCK BO3BHUKHOBCHUS T'MIIOTJIMKEMHU B 3TOU MOMyJISAIH. B cBsi3u ¢
9THM y TAIMCHTOB C aKpOMETalMedl M CaxapHBIM JUabeTOM MOXET MOTPeOOBATHCS CHUKCHUE
A03bl HMHCYJIMHA WKW TMCPOPAJIbHBIX THUIOTIIMKECMUYCCKUX JICKAPCTBCHHLBIX MPCIIApaTOB (CM.
paszaen 4.5).

Cozaeprxkanue HaTpUA

B 1 no3e 3TOro JIEKapCTBEHHOTO TMperapara COAEpPKHUTCS MeHee | mMmonb HaTpus (23 mr).
[TaneHToB, COOMIONAIONIMX TUETY C HU3KUM COJICPKAHUEM HATPHS, MOXKHO IPOUH(DOPMUPOBATH
0 TOM, YTO ATOT JIEKAPCTBEHHBIN TpernapaT MPaKTUIECKH HE COACPIKUT HATPHSL.

4.5. B3aumopaeiicTBHe ¢ JPYrMMH JIeKapCTBEHHBIMH TMpenapaTtaMd M JApyrue BHbI
B3aUMOJACHCTBUSA

HccnenoBanus B3auMOAEMCTBYS HE MPOBOAMINCH. [Ipy 0THOBpEMEHHOM NPUMEHEHUHU aHAJIOTOB
COMATOCTAaTHHA CIIEAYET OLEHUTh HEOOXOAUMOCTh JajJbHEHIIEr0 MPUMEHEHHSI 3TUX IIPEnapaTos.
OnHOBpEMEHHOE NMPUMEHEHUE ITOTO JIEKAPCTBEHHOTO Mperapara ¢ APYrUMHU JIEKAPCTBEHHBIMU
npenapaTamy JUisl JICYEHNUs aKpOMETaIMK TIIATEILHO HE UCCIIEN0BAIIOCH.

VY nmauueHToB, MOMYYarolMX WHCYJIWH WM NEepOpajbHble TUMOTIMKEMUYECKHE JIEKApCTBEHHBIE
mperapaTsl, MOKET MOTPeOOBATHCS CHIDKEHUE 03Bl ITUX JCUCTBYIONIMX BEIIECTB B CBS3U C
BIIMSIHUEM T3TBHCOMAaHTA Ha YyBCTBUTEIBHOCTh K HHCYJIHHY (CM. pa3zaen 4.4).

[IsreucomanT 00aaeT 3HAYUTEILHON CTPYKTYPHOH CXOXKECTBIO C TOPMOHOM POCTa U MOMKET
ONpCACIIAITECA B IUIA3MC KPOBU IPU NPOBCACHUU TCCTOB C MOMOIIBKO KOMMCPUYCCKUX Ha6op013,
IpeIHa3HAYeHHBIX JJIs KOJIMYECTBEHHOTO aHajJnu3a COMATOTPOIHOTO0 rOpPMOHA B IUIa3Me KPOBH.
[TockonbKy KOHIICHTPAllMd B CHIBOPOTKE KPOBU TEpaneBTUYECKU I(PPEKTUBHBIX 03 ITOTO
npenapara, kak mnpaBuigo, B 100-1000 paz Bbeime, uyeM (akTHUECKHE KOHIICHTPAIUU
COMAaTOTPOITHOTO TOPMOHA B CBHIBOPOTKE KPOBHU TMAIMEHTOB C aKpOMETaaueil, pe3ylbTaThl
U3MEpPEHUI KOHLEHTPALUi COMAaTOTPOIIHOTO TOPMOHA B CBHIBOPOTKE KPOBH, IOJIy4aeMble C
MNOMOIIBbKO KOMMCPYCCKHU HOCTYHNHBIX TECT-CUCTEM [IJId KOJUYCCTBCHHOI'O OIIPCACIICHUSA
COMATOTPOITHOTO TOpMOHA, OyAayT JIOKHBIMH  (3aBbIIeHHBIMU). [losToMy  jedeHue
IISIBUCOMAHTOM He CJIEyeT KOHTPOJIUPOBATh UM KOPPEKTUPOBATh HA OCHOBAHUM KOHLIEHTpALUI
COMAaTOTPOITHOTO TOPMOHA B CHIBOPOTKE KPOBH, ONPEAEISEMBIX C MOMOUIbIO ITUX TECT-CUCTEM
JJIs1 KOJIMYECTBEHHOTI'O aHAJIM34.

4.6. ®epTUIBLHOCTD, 0EPEMEHHOCTD U JAKTALUA

bepemeHHOCTD

JlaHHBIE IO TMPUMEHEHUIO MATBUCOMAHTa y OEpEeMEHHBIX JKCHIIWH OTrpaHW4eHH. [IpoBeneHue
UCCIIEIOBAaHUM Ha JKUBOTHBIX SIBISIETCS HEJOCTATOYHBIM JUIsl TOrO, YTOOBI OILICHUTH
PENPOIYKTUBHYIO TOKCUYHOCTb.

[Tpumenenue npenapara CoMaBepT HE PEKOMEHAYETCSI BO BpeMsi OEPEMEHHOCTH U KEHIIUHAM C
COXPaHEHHBIM PENPOAYKTUBHBIM MOTEHIIUATIOM, HE UCIIOJIb3YIOLIUM CPEICTBA KOHTPALICTILINH.
Ecnu mareucomManT npuMeHseTcs Bo BpeMsi 0epeMEeHHOCTH, CIIeIyeT TIIaTeIbHO KOHTPOJINPOBATh
koHIeHTpanuio HM®P-1, ocobeHHO B TeueHHe mepBOro TpumecTpa. MokeT moTpedoBaThCs
KOPPEKTHUPOBKA JI03bI MI3TBUCOMAHTA BO BpeMsi OepeMeHHOCTH (CM. paszzen 4.4).

Bo Bpems 6epeMEeHHOCTH KOHTPOIIb aKPOMETAIUH MOKET YIyUIIHTHCS.
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JlakTanus

I[aHHBIX O IIPOHUKHOBCHUH TISTBUCOMAHTA B MOJIOKO JIAKTUPYIOIIHUX JKUBOTHBIX HCT.
Knuanueckue maHHBIC SBISIOTCS CIMIIKOM OTrpaHUYeHHBIMH (1 3aperucTpupoBaHHBIN Cirydail),
I-ITO6I:I cacjaTh KaKI/Ie-.HI/I6O BBIBOZIBI O IMPOHUKHOBCHUU II9TBHCOMAHTA B KCHCKOC T'PYAHOC
MOJIOKO. B CBSI3M € 3THM M3TBUCOMAHT MPOTUBOINOKA3aH B IEPUO TPy IHOTO BckapmiuBanus. [Ipu
H€O6XO,Z[I/IMOCTI/I TCparuu M3reBUCOMAaHTOM I'pyAHOC BCKApMJIIMBAHUC JOJIZKHO 6I>ITB IMPCKpaIiCHoO,
IpU NPUHATHH 3TOTO PEUICHUS CIEAYeT YYUTHIBATh IMOJIb3y OT TEpalud MATBUCOMAHTOM IS
MaTepH U MOJb3y OT IPYIHOTO BCKapMIIUBAHUS Ul peOCHKaA.

DepTUIILHOCTD

JlaHHBIE O BIMSHUM MPTBUCOMAHTA HA PEIPOSYKTHUBHYIO (YHKHIO OTCYTCTBYIOT.
TepaneBTudeckass Mmonb3a B BHJE CHMWKEHUS KOHLEHTpamuu HM®P-1, xoropoe npuBOAWUT K
YIYyYIIEHUIO KJIMHUYECKOTO COCTOSHUS —IallM€HTa, IOTEHIMAJIbHO MOXKET IIOBBIIIATH
(GepTHIIBHOCTD Y MAIIMEHTOK.

4.7. BausiHHe HAa CHOCOOHOCTH YNPaBJATH TPAHCNOPTHBIMH CpPeACTBAMHM M padorarh C
MeXaHH3MaMHU

Hccnenoanuii mo BIMSHUIO ITpenapaTa Ha CIOCOOHOCTh YIPABIATh TPAHCIIOPTHBIMU CPEICTBAMU
U paboTaTh C MEXaHU3MAMHU HE TIPOBOIMIIOCH.

4.8. HexenaTejbHbIE peaKIuu
Pesrome npodwis 0e3omacHOCTH

[IpuBeeHHBIN HMKE CIIMCOK BKJIIOYAET HEXKEJIaTeIbHbIE PEAKIIMH, 3apErUCTPUPOBAHHBIE B X0J1€
KJIMHUYECKHX MCCIeIOBAaHUN U B pe3yJIbTaTe CIIOHTaHHBIX cOO0IeHui mpenapara CoMaBepr.

B knmMHMYECKHX UCCIeI0BaHHSIX Y AMEHTOB, MOTy4YaBIInX JedeHue mreucomanToM (N = 550),
OOJIBIIMHCTBO BBISBICHHBIX HEXENaTeIbHBIX PEAKIMH Ha 3TOT mpemnapar ObUIM JIETKOM WM
CpeIHeW CTeNeHH TSHKECTH, OTPAaHMYCHHOH MPOAODKUTEILHOCTH U HE TpeOOBalIM OTMEHBI
npenapara.

HaunGosiee gacTpiMu HEXETATENBHBIMH pEaKIUsIMHU, HaOmomaBmmmucs y > 10 % manueHToB ¢
aKpOMeFaHHeﬁ, KOTOpBIe Honyanm JICHCHUC IIDTBUCOMAHTOM BO BpeMH KIIMHUYCCKUX

UccreI0BaHuid, ObLTH TosIoBHAs 607b (25 %), aptpanrus (16 %) u muapest (13 %).

TabanyHOE pe3roMe HEXKENATENbHBIX PEAKIINI

HpI/IBeI[eHHHﬁ HMXKXC  CIIMCOK  BKJIHOYACT HEXKCIATCIbHBIC pPCaKIOUH, KOTOPHBIC ObLIU
3apCruCTPpUPOBAHBI B KIIMHUYCCKHUX UCCIICAOBAHUAX UJIN BBIABJIICHHBIC B PE3YJILTATC CIIOHTAHHBIX
COO6HICHHI>'I, KJ'IaCCI/I(l)I/IHI/IpOBaHHBIC 10 CUCTEMHO-OpPIraHHBIM KJIaCCaM U 4aCTOTC BO3SHUKHOBCHU .
HexenarenbHbie pCaKkiu OTHCCCHLI K CIICAYIOIIUM YaCTOTHBIM KaTCTOPUAM:

Ouensb 4acTo:. >1/10

Yacro: >1/100 mo < 1/10

Heuacro: >1/1 000 mo < 1/100

HewnssecrtHo: Ha OCHOBAHHWHU UMEIOIIUXCS JAaHHBIX OLIEHUTH HEBO3MOXKHO
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CucremHo- Ouenb yacTo Yacro Heuacto HeusBecTHO
opraHHblii Kiacc| (=1/10) (=1/100 no (=1/1 000 no (na ocHOBaHUHU
<1/10) <1/100) UMEIOLIUXCS JaHHBIX
OLIEHUTh HEBO3MOYKHO)
Hapywenus co TpomOoIUTOICHNUS,
CTOPOHBI KPOBHU U IIEMKOIIEHNS,
auMpaTuaecKkoi IIEUKOLIUTO3,
CHCTEMBI reMOpparuvecKuit
naTes
Hapymenus co Peakinu AHaduITaKTHYECKAS
CTOPOHBI rUIepUyBCTBUTENbHPEAKI®,
MMMYHHOU octu® aHa(pUITaKTOUTHAS
CHUCTEMBI eaKIus’
Hapymenus ['mnepxonectep [ uneprpuriauepug
MeTabonu3ma u MHEMUSI, eMus
MUTaHUA CUIEPTIUKEMHUS
CUIOTJIUKEMMUS,
YBEJIMYEHUE
Macchl TeJa
Ilcuxugeckue HeoObrunsie  [[lannueckas araxa, |[ HEBIMBOCTH
HapyLIEHUs CHOBUJEHUS  [KPaTKOCPOYHAas
MOTEpsI MaMsITH,
arnaTus,
CIyTaHHOCTh
CO3HAHMS,
HapyIIEHUE CHA,
MOBBIILIEHHOE
mrOu 10
Hapymenus co ["onoBHas ConnuBocth, |[Hapkosencusi,
CTOPOHBI HEPBHOU [00JTH TpemMop, MUTPEHb, TUCTEB3US
CHUCTEMBI FOJIOBOKPYKEH
Me, TUIecTe3us
Hapymenus co bosnb B rmazy  |AcreHonust
CTOPOHBI OpTraHa
3peHus
Hapymenus co bosesnp Menbepa
CTOPOHBI OpPTraHa
ciyxa v Ja0upHuHTa
Hapymenus co [Mepudepruyeck
CTOpPOHBI cepAaua M€ OTEKU
Hapymenus co ApTepuanbHast
CTOPOHBI COCY/IOB rUOEPTEeH3Us
Hapymenus co Onpiiika JTapuarocnazm®
CTOPOHBI
IBIXaTeIbHOU
CHUCTEMBI, OPTaHOB
IPYAHOM KJIETKU U
CpeoCTeHus
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Kenynouno- Jlnapes PBora, 3amop, [['emoppoi,
KHILIEYHbIE TOIIIHOTA, rUIEpCeKpenus
HapyLICHUs B3/1yTHE CJIIOHBI, CYXOCTb BO
PKUBOTA, pTYy, 3a00eBaHUs
mucrienicus, — ByOoB
METEOpHU3M
Hapymenus co OTKJIOHEHUS OT
CTOPOHBI IEYECHU U HOpMBI BITDIT
YKETUYEBBIBOISALINX HarpuMmep,
nyTeu MOBBILICHHE
AKTUBHOCTHU
TpaHCaMHUHA3)
CM.
azaen 4.4)
Hapymenus co ['mneprunpos, |OTek auna, CyxocTb/AHTMOHEBPOTHUUECKUIN
CTOPOHBI KOXKH U ymu6, 3yn°,  [KOXKH, HOBBIIIEHHAS OTEK®
MOAKOKHBIX ChIME’ CKJIOHHOCTb K
TKaHEeH 00pa3oBaHUIO
CUHSIKOB, HOUHAs
MOTJINBOCTb,
pputema’,
KpANMBHAIA®
Hapymenus co Aptpanruss  Muanrus,
CTOPOHBI ApPTPUT
MBIIIICUHOM,
CKEJIETHON U
COCIMHUTEIILHOU
TKaHU
Hapymenus co ['emaTypus [Iporennypus,
CTOPOHBI MIOYEK U MOJINYpHS,
MOUEBBIBOISAIINX HapyLIeHHE
nyTei (YHKIIMH TTOYEK
OO6mme Peakuust B [Tnoxoe
HapyILIECHUs U MecTe CaMO4YyBCTBHE,
peakLuu B MECTe MHBEKIIUU HapyLIeHHE
BBEJICHUS BKJIFOYAst BAKUBJICHUS PaH,
CUIIEPYYBCTBUT [MyBCTBO rOJIoAa
€I1bHOCTh B
MeCTe
MHBEKITIH ),
oOpa3oBaHme
reMaToM WJIn
KPOBOTEUYEHHE
B MECTe
MHBEKIIHH,

runepTpodus B
MecTe
MHBEKIINN

HalpuMmep,
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ITUITOTUTIEPTPO
rst),
[PUIITIONOA00H
0€ COCTOsIHUE,
YTOMJIIEMOCT,
ACTEHU,
mUxopaKa

Cwm. «Onncanue oTAeNIbHBIX HEXKEJIATeIbHBIX PEAKIUID HUKE.

6 HexenarennHbIe JICKApCTBCHHBIC PCAKIINH, CBA3aHHBIC C peaxuneﬁ THUIICPYYBCTBUTCIILHOCTHU.

Onucanue OTACIBHBIX HEXKEIATCIbHBIX PEaKIINH

bonpmMHCTBO peakuuii B MECTE€ UHBEKIUHU XapaKTEPU3YIOTCS JIOKAIM30BAHHOM JpUTEMON U
00JIE3HEHHOCTBIO, CIIOHTAHHO Pa3peIlaloNIMMUCA MPU MECTHOM CHUMITOMATHYECKOM JIEUCHHH
Py TPOJOJDKEHUH Tepamnuu MAITBUCOMaHTOM. HalGmonmanuces cinyyan runepTpopuu B MecTe
UHBEKIINH, BKJIIOYas! JIUIOTUIIEpTPOduIo.

BeipaboTka OTIENBHBIX aHTUTEN MPOTUB COMATOTPOIHOTO TOPMOHA C HU3KUM YPOBHEM THUTpa
HaOmomanace y 16,9 % manueHToB, MOMYyYaBIIMX JI€YCHHE MATBUCOMAaHTOM. KimHu4eckas
3HAYMMOCTb ITUX AHTUTEJ HEU3BECTHA.

B xozme mocTperucTpalilioOHHOTO MPUMEHEHHS MpenapaTra ObUIM 3apETUCTPUPOBAHBI CHCTEMHBIE
peaKIy TUIIEPUYBCTBUTEILHOCTH, BKIIIOYas aHa(HUIAKTHUYECKUe/aHA(DUIAKTOUIHBIE PEaKIUH,
JApPUHTOCIIa3M, AHTHMOHEBPOTHYECKHI OTEeK, TIeHepaIu30BaHHbIE KOXKHBIE peakiuu (ChIMb,
spuTeMa, 3yJ, KpanuBHMIA). HekoTopsIM manumeHTaM moTtpedoBanack rocrnuranuzanus. [locie
BO300HOBJICHHS IPUMEHEHHUS Mpenapara CUMITOMbI He BO3HUKAIU MOBTOPHO HU Yy 1 marnuenTa.

CoobuieHne o Mo 103peBaeMbIX HEXKEIATEIbHBIX PEaKIUIX

Baxno coo0maTth 0 m0A03peBacMbIX HEKENATEIbHBIX PEAKIHMAX MOCIIE PETUCTPALMU TperapaTa ¢
1eJI610 00ecTIeYeH ST HeMPEPHIBHOTO MOHUTOPHHIA COOTHOIICHUS «II0JIb3a — PHCK) JIEKapPCTBEHHOTO
npernapara. MeIUIMHCKUM PaOOTHUKAM PEKOMEHIYETCs CooOIIaTh O JHOOBIX I10/I03PEBAEMBIX
HEXeJaTeNbHBIX PEaKIHIX JEKApCTBEHHOTO MpernapaTa yepe3 HallMOHATBHBIE CHCTEMBI COOOIICHNUS
0 HeXKeNaTeNbHBIX PeaKIMsAX TOCyIapCTB — WieHOB EBpa3uiicKoro SKOHOMUYECKOTO COI03a.

Poccuiickas ®@eaepanus

®denepanbHas ciryx0a 1o Haa3o0py B cdepe 3apaBooxpanenus (PoczapaBuanzop)
Anpec: 109012, Mocksa, CinaBsiHCcKas miomap, 1.4, crp.l.

POCCHA.

Ten.: +7 (499) 578-02-20

E-mail: info@roszdravnadzor.gov.ru

Web-site: http://www.roszdravnadzor.gov.ru

Pecnyosiuka Kazaxcran
PI'TI na I1XB «HaunoHabHBIN HEHTP AKCHEPTU3HI JIEKAPCTBEHHBIX CPEACTB U MEAULMHCKUX
nu3nenuit» Komurera MeAUIIMHCKOTO U (papManieBTHIECKOTO KOHTPOJIsi MUHHCTEPCTBA
3npaBooxpaneHust PecnyOmuku Kazaxcran
Anpec: 010000, r. Acrana, paiion baiikonsip, yi. A.Mmanosa 13 (BL] "Hypcaymrer 2")
Ten.: +7 (7172) 235-135
Dn.moura: farm@dari.kz
http://www.ndda.kz
10
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4.9. llepeno3upoBka
CuMnTOMBI

HNmeetcst orpaHrUeHHBIN OMBIT IEPEIO3UPOBKH MArBUCcOManTa. B 1 3apeructpupoBaHHOM ciiydae
OCTpOH TIepeI03UPOBKH, KOT1a Tipenapar B 103¢ 80 MI/CyT BBOJIUJICS B TE€UCHUE 7 THEH, TTAIIUCHT
UCIIBITA] HEOOJBIIOE YCHUICHNE TTOBHIINICHHON yTOMIISIEMOCTH U CYXOCTH BO pTy. Uepes Henmemno
MOCJIe OTMEHBI TIpenapara coo0Ianoch O CICIYIONUX HEXKeIaTeIbHBIX PEaKIUIX: OCCCOHHMIIA,
MOBBIIIIEHHAS] yTOMIIIEMOCTb, NepuepruecKue 0TeKH, TPEMOP U YBEIMUYSHHE Macchl Tena. Yepes
2 HeeNu Tocie MPEKPAIISHUS TEPAMH HAOII0JATUCH JICHKOIIMTO3 U YMEPEHHOE KPOBOTCUEHUE
U3 o0yiacTel MHBEKIMH M MECT MYHKIIMH BEHBI, KOTOPBIE PACCMAaTPUBAIMCHh KAaK BO3MOKHO
CBSI3aHHBIE C IISTBUCOMAHTOM.

JleueHue

B cimy4asx nepeno3supoBKH IPUMEHEHHUE 3TOTO JIEKapCTBEHHOTO IIpenapara CleyeT IPEKPaTUTh
U HEe BO30OHOBIIATH, oKa ypoBHH VIDP-1 He BepHYyTCS K HOpME WM HE MPEBBICSAT €€.

5. PAPMAKOJIOI'MYECKHUE CBOUCTBA

5.1. dapmakoauHaMHYecKHe CBOiicTBA

dapmakorepaneBTuueckas rpynmna: ['opMoHsl rumnogusa M TuUHoTalsaMyca M HUX aHaJIOTH.
I'opmons! nepenneit nonu runodusa u Ux aHajaoru. Jpyrue ropMoHsI iepeiHel 10yu Tunodusa
Y X QHAJIOTH.

Koz ATX: HO1AX01

Mexannsm neiicTBus

[I>rBUCOMAaHT — 3TO TEHETUYECKU MOAU(PUIIMPOBAHHBIN aHAIOT YEJIOBEYECKOT0 TOPMOHA POCTa,
SBJISIOIIMICS AHTAarOHUCTOM €ro peuentopoB. [I3rBHCOMaHT CBSA3BIBA€TCA C pPELENTOPaMU
TOPMOHA POCTAa Ha TMOBEPXHOCTH KICTKH M OJOKHPYET HMX B3aHMMOJCHCTBHE C JHIOTECHHBIM
COMAaTOTPOIHBIM TOPMOHOM, HapyIIas nepeaady CUrHajaa BHyTpb KieTku. [IarBucomanT obnanaer
BBICOKOM CEJIEKTUBHOCTHIO B OTHOILIEHUM PELENTOPOB TOPMOHA pOCTa M HE IPOSABISAET
NEPEKPECTHON PEaKTUBHOCTH C PELENTOPaMU APYTUX [IUTOKUHOB, BKIIIOYAsl MPOJIAKTHH.

dapmakognaamMuyeckue P PeKTel

[TonaBnenue neHCTBUS TOPMOHA pOCTa MOJ BIMSHUEM IATBUCOMAaHTa MPHUBOJIUT K CHHUXKEHUIO
KOHIIEHTpauuil uHCynuHonono0Horo ¢akropa pocra 1 (M®DP-1) B mimasme KpoBH, a TaKxke
CHIBOPOTOUYHBIX OEJIKOB, UyBCTBHUTEJIBHBIX K TOPMOHY pOCTa, BKJIIOYas cBoOomuHbii NOP-1,
KUCIOTHO-Na0mibHyt0  cyobenununyy  M®OP-1  (KJIC) wu  Genok,  CBA3BIBAIOIIUN
UHCYJIHHOMOA00HKIH (hakTop pocrta, Tuna 3 (BCUDP-3).

11
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Knuanueckas 2dbdekTUBHOCTE U 0€30I1aCHOCTE

[TaniuenTsl ¢ akpomeranumeit (n = 112) momy4vanu nedenue B 12-HeaeIpHOM paHIOMHU3UPOBAHHOM
JIBOMTHOM CIIETIOM MHOTOIICHTPOBOM HCCIJICTIOBAHHH ISl CPABHEHHSI TPUMEHEHHUSI IATBHCOMAHTA U
mwiane6o. B rpymnmax sedeHus NMAIBUCOMAHT HaAOIONANOCh J0303aBUCHUMOE CTaTHCTUYECKU
3HaYMMOE CHW)XKEHUE cpeaHux KoHieHtpamuid M®DP-1 (p <0,0001), cBobomnoro HOP-1
(p <0,05), BCUDP-3 (p <0,05) u KJIC (p <0,05) Ha Bcex BU3MTAX IMOCIC MCXOAHOIO YPOBHSI.
Konuentpauusa NU®P-1 B mazme KpoBU HOPMAIM30BaJICs B KOHIIE UCClIeOBaHUs (Henens 12) y
9,7 %, 38,5 %, 75 % u 82 % manueHTOB, MOJy4YaBImKX mmiamnedo B go3e 10 mr/cyr, 15 mr/cyT u B
no3e 20 Mr/cyT COOTBETCTBEHHO.

CrartucTudeckn 3Ha4YMMble OoTiaHuus OT mianedo (p <0,05) HaOmomannch B OTHOIICHUU
yIIydlleHus OOIIeT0 4YHCia KIMHUYECKUX MPOSBIEHUNH M CHUMIITOMOB JUIsl BCEX TPYIII
JO3UPOBAHUS IATBUCOMAHTA B CPAaBHEHUH C I1arie0o0.

Koropra u3 38 mamueHToB ¢ akpoMeraiueil Haxoawiach Moj HaOJI0JAEHHEM B JIOJTOCPOYHOM
OTKPBITOM HCCIIEJOBAHUU IO MOIOOPY A03bI Mpernapara B TeYEHHE KaK MUHUMYM 12 MecsleB
NOJAPANl €XKETHEBHOIO MPUMEHEHHs TmdrsBucomanTa (B cpeaHem S5 Henenb). Cpemnsis
koHueHtpanus MDP-1 B atoii koropre cHu3unack ¢ 917 ur/mn no 299 Hr/mi nocie npuMeHeHUs
IPTBHCOMAaHTa, puueM y 92 % nocruraiack HopMalbHasl (CKOPPEKTHPOBAHHAsI 110 BO3PACTY)
koHueHntpanus UDP-1.

5.2. apMaKkoOKHHeTHYECKHE CBOHCTBA

AOGcopOnus
HBFBI/ICOMaHT MCIJICHHO MW MTJIUTCIBHO BCACBIBACTCA IIOCJIC ITOAKOXHOI'O BBCIACHUS. EI‘O

MaKCUMaJibHasi KOHIIGHTpAIlMs B TUTa3Me KPOBU JOCTHTaeTcs OoObdHO 4Yepe3 33-77 9 mocie
BBezicHUs. CTereHb BCaChIBAaHUS COCTABIISIET B cpeiHeM 57% (mpu moIkokHOM BBeaeHHH 20 MT)
10 CPAaBHEHUIO C BHYTPUBEHHBIM BBEJICHHEM.

Pacnpenencuue
Kaxymmiics o0beM pacrpenesieHus MIrBUCOManTa OTHOCUTENbHO HeOobIoit (7-12 ).

Buorpancdopmarnus
MeTab0113M MrBHCOMAHTA HE W3y4JaIcs.

OJIMMUHALNS
Cpennuii oOIHI KIMPEHC MAITBUCOMAHTA TI0CJIE BBEICHUS HECKOJIBKHX J103 COCTABISIET 28 MiI/4

MpU TIOJKOKHOM BBEJCHWHU TpemnapaTta B go3ax oT 10 mo 20 mr/cytku. Ilodeunslit kimpeHc
IPTBUCOMAHTa HE3HAYMUTENIbHBIA U cocTaBisieT MeHee 1 % oT obmiero knupenca. [IsrBucomant
MEIJIEHHO BBIBOAUTCS M3 IuIa3Mbl KpoBu. CpenHuid pacueTHBIH MOKaszaTeiab Iepuoja
IIOJTyBBIBEJIEHUS BapbUpyeT OT 74 10 172 4 mpu OAHOKPAaTHOM WJIM IOBTOPHOM IIPUMEHEHHH.

JIMHeHHOCTL (HETHHENHOCTD)

[Tocne oqHOKPATHOTO MOJKOKHOTO BBEICHUS MATBUCOMaHTa B A03ax 10, 15 u 20 mr auHelHOrO
pOCTa KOHIIEHTPALMK HE BBISBHIU. B MOMyISIIMOHHBIX (apMaKOKMHETHUECKUX HCCIETOBAHUSIX
(dhapMaKOKMHETHKA TATBUCOMAHTA B PABHOBECHOM COCTOSIHMH ObLTa MPAKTHYECKH JIMHCHHOU. Y
145 nmanueHToB, KOTOpPbIE MOMyYalu MIrBucoManTta B 1o3ax 10, 15 u 20 Mr B 2 101T0CpOYHBIX
WCCJICIOBAHMAX, CPEIHUE KOHIEHTpAIlMM TIATBUCOMAHTAa B IUTa3Me KPOBHU (£CTaHIApPTHOE
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OTKJIOHeHHE) coctaBuiu mpumepHo 8800 £ 6300, 13200 = 8000 u 15600 £ 10300 Hr/mi,
COOTBETCTBEHHO.

dapMakOKHMHETHKA II3TBUCOMaHTa OblJIa COMIOCTABUMOH Y 30POBBIX TOOPOBOJIBIIEB U MAIIUEHTOB
C aKpoMeTrajMei, XOTs Yy MalueHTOB C 0oJiee BBICOKOW MacCol Teia OOIUH KIMpPEHC
II3TrBUCOMAHTA 6]:1)1 BBIIIC, YCM Yy IMAIIUCHTOB C MEHBIIIEH Maccol Tena (COOTBGTCTBGHHO, MECPBbIM
MOTYT TTOTpeOOBaThCs 00JIee BRICOKHE JI03bI MperapaTa).

6. PAPMAIIEBTUUECKHE CBOMCTBA

6.1. Ilepeyenb BcnoMoraTeibHbIX BellleCTB

Jlnodbunmzar:

I'munun

ManHuTONn

Hatpus rugpodocdar 6e3B0aHbIH
Hatpust qurunpodocdara MoHOTHApAT

PacTBOopHTEn®:
Bona miis uabeknuii

6.2. HecoBMecTUMOCTH

B cBsi3u ¢ oTCyTCTBHEM HCCIEA0BAHUI COBMECTUMOCTH HEJIb3 CMEIIMBATH 3TOT JICKAPCTBEHHBII
npemnapar ¢ JpyruMHU JeKapCTBEHHBIMH CPEICTBAMH.

6.3. CpoK roaHocTu (CpoK XpaHeHus )
JImodpummzar: 3 roxa.

PactBopuTens: S net npu temmeparype ot 2 10 8 °C Wi npy KOMHATHOW TeMIepaType HUKeE
30 °C.

6.4. OcoOble Mepbl NPEI0CTOPOKHOCTH NPH XPAHEHUH

JInodunuzar

Xpauuth (rakoH(-bl) ¢ THOGUIN3ATOM HpH TemmepaType ot 2 10 8 'C. He 3aMopakuBarh.

Jlomyckaercst XpaHuTh (UIaKOH C JHO(UIN3aTOM MPH KOMHATHOH Temnepatype Huxe 25 ° C B
TeueHue oxHoro nepuoaa no 30 muei. [locne XxpaHeHus: Mpu KOMHATHOW TeMriepatype (iiakoH
HEJb3s TOBTOPHO XPAaHUTh B X0JIoAMIbHUKE. Ero cienyer BHIOPOCUTH, €CITU OH HE HCTIONIb30BaNICs
B TeueHue 30 qHel XpaHeHUs MPU KOMHATHOM TEMIIEpaType WU 10 UCTEYEHHUS CPOKa FOJHOCTH,
B 3aBHCHUMOCTH OT TOT'O, YTO HACTYIIUT PaHbIIIE.

PacTBOpuTEnH

PactBoputens nomyckaercs XpaHuTh Npu Temreparype oT 2 1o 8 °C miaM Ipu KOMHATHOM
temnepatype Hxke 30 °C B TeueHue cpoka roJHOCTH Ipernapara.

13
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6.5. XapakTep u coaep:kaHue NePBUYHOI YIIAKOBKHU

JInodunmzar yisi IPUTrOTOBIICHUS PACTBOPA JIJIsl TOAKOXKHOTO BBeAeHus, 10 Mr, 15 mr umu 20 mr.
ITo 10 mr, 15 mr, 20 Mr mArBUCOMAaHTa B CTEKJISIHHBIN (D1akoH TUMA [, yKynopeHHBINH pPEe3NHOBOMA
poOKOil U 3armeyaTaHHbINA AJIFOMUHHUEBBIM KOJIMAYKOM, CHA0KEHHBIHN MJIACTUKOBBIM KOJIMAauKOM
«flip-off».

ITo 1,0 mut pacTBOpHTENS B IINIPHUIT OJHOPA30BBIN M3 OECIIBETHOTO cTekIa Tuma I.

1 mmpun, 1 WHBEKIMOHHYIO WIJIYy, CHA0XEHHYIO 3allUTHBIM KOJMAYKOM, IIOMEIIAI0T B
MTACTUKOBYIO YIIAKOBKY.

10 ¢pnakoHOB ¢ THOGUIN3ATOM MTOMEINAIOT B KAPTOHHYIO MAaYKy ¢ KOHTPOJIEM IIEPBOTO BCKPBITHUS
wim 0e3 Hero.

ITo 3 xapTOoHHBIX Mayku ¢ TUOpuIM3aTOM, 30 IIACTUKOBBIX YIIAKOBOK C PACTBOPUTEIIEM M UIJION
BMECTE C JIMCTKOM-BKJIAJIBIIIIEM ITOMEIIAIOT B KAPTOHHYIO MAUKy C KOHTPOJIEM IEPBOTO BCKPBITHUS
wim 0e3 Hero.

6.6. Oco0ble Mepbl MNPEeIOCTOPOKHOCTH MNPH  YHUUYTOKEHHHM HMCIOJIH30BAHHOIO
JEKAPCTBEHHOr0 Ipenapara WJIH OTX0J0B, MOJYYEHHBIX TMOcCjJe TPHUMEHEHHs
JIEKAPCTBEHHOI0 Npenapara u Apyrue MaHUMYJISINMH ¢ MIPenapaTom

K nekapcTBeHHOMY Npenapary npuiaracTcs paCTBOPUTENb B IIMPHIIE B KOMIUIEKTE ¢ 0€30IacHOM
UTJION 711 UHBEKLUH.

[lepen mpucOeIWHEHHEM MOCTABISEMON O€30MacHON WIJIbl HEOOXOAMMO CHSTH KOJIIAYOK C
npez[BapHTeano HAITIOJIHCHHOI'O mnpnua. I[JIH 9TOro KOJIIIA4YOK OTJIaMBbIBArOT. I_HHpI/II_[ cnez[yeT
JIep’KaTh BEPTUKAIBHO, YTOOBI HE IOMYCTUTh YTEUKH, TIPH ATOM KOHEIT IITTPHIIA HE TOJDKEH HUYETO
KacaThbCsl.

CHfITHE KOJIMaYKa MIPUIA

[Toporok ciiemyeT BoccTaHaBimuBaTh B 1 M1 pactBoputeds. [locie pacTBopeHus KakabIi (rakoH
conepxut 10, 15 unu 20 mr marBucomanTa B 1 Mt pactBopa. Ilpu nob6aBneHnn pacTBOpUTENS U3
HINpUIA BO (PJIAKOH U IIIPHULL, U (IIAKOH CIEAYEeT AepkKaTh MO YIJIOM, KaK MOKa3aHO Ha PUCYHKE
HUXKE.
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Jlo0aBaeHHe JKHIAKOCTH

Jlo6aBbpTe pacTBOpUTENH BO (hJIAKOH C MOPOIIKOM. PacTBOpUTENb clieyeT BBOAUTH BO (hIaKOH
MeJIEHHO, YTOOBI HE JOMYyCTHTh 00pa3oBaHus MeHbl. [leHa AenaeT mpenapaT HEMPUTOIHBIM st
UCToNb30BaHusl. OCTOPOKHO  PAaCTBOPUTE MOPOIIOK  MEIJICHHBIMHA — MPOKATHIBAIOIIMMHA
nerkeHusME. [Ipemapat 3anpeniaercss MHTEHCUBHO BCTPSXUBATh, MOCKOJIBKY 3TO MOXET BBI3BAaTh
JICHATypaIHIO JICHCTBYIOIIETO BEIIECTBA.

[Tocne BoccTaHOBJIEHHS W IEpel BBEACHHEM BOCCTAHOBJICHHBIH PACTBOP CIEIYeT MPOBEPUTH
BU3yaJbHO Ha HAJMYUE MMOCTOPOHHUX MEXaHUYECKUX BKIIOUCHHN U M3MECHCHHE BHEITHETO BUJIA.
Ecnu HaOmiomaroTcsi BKIIIOYCHHST WJIM M3MCHEHHE BHEINHETO BHJA, JIGKAPCTBEHHBIH Ipernapar
clielyeT BEIOPOCHUTD.

[lepen Tem kak HabUpaTh pacTBOpPEeHHBIN npenapat CoMaBepT, HepeBepHUTE (IIAKOH, HE U3BJICKAs
U3 HEro LINpHIL, ¥ yOeTUTECh B TOM, YTO BHJIEH 3a30p B IPOOKE, KAK ITOKa3aHO Ha PUCYHKE HUXKE.

IlepecTaHoBKA ULJIBI

BhITSSHUTE Wy BHU3 TaKUM 00pa3oM, 4TOObI €¢ KOHYMK HAXOJMJICS B CAMOW HIDKHEW TOYKE B
KUAKOCTU. MeJIEHHO MOTSHUTE TOPIICHD MITIPUIIa Ha ce0s A1 Habopa mpernapara u3 (hrakoHa.
Ecau B mmpwuiie ecTh BO3AyX, MOCTYYHUTE MO IUWIMHAPY, YTOOBI My3bIPHKH BCIUIBLIH, & 3aTE€M
OCTOPOIKHO BBIJJAaBUTE UX BO (PJIAKOH.

[lepen yTunmzanueit mmpuila U UTIbl COTHUTE 3AIUTHBINA KOJIMAYOK UTJIbI B CTOPOHY WIJIBI U
yOenuTeCh B TOM, UTO OH 3aIlenKkHycs. LInpul wiv urity Hu B KOeM ciiydae Hellb3s UCII0JIb30BaTh
IIOBTOPHO.
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ToJIbKO N1 OTHOKPATHOT'O TPUMEHEHHS.
Bechb ocraBmmiics iekapCTBEHHBIN Mpenapar U OTXO/bI CIIEAYeT YHUUYTOXXUTh B YCTAHOBICHHOM
MOpsIZIKE.

7. IEPXKATEJIb PETUCTPAIIMOHHOI'O YIOCTOBEPEHMUSA

[aiizep Unk.

Coenunennblie [lITaTer AMepuku

235 Hcr 42 Crpur, Helo-Hopk, mrar Hero-Mopx 10017
+1 (212) 733-2323
https://www.pfizer.com/contact/email

7.1. IlpeacTaBuTeNb AEPKATESI PETHCTPALMOHHOIO YI0CTOBEPEeHHA

IIperen3uun norpedbuTeieil HAOIPABIATH 110 AIPECY .

Poccuiickas @exepanus

00O «Ildaitzep MaHOBaIIIN»

123112, Mocksa, [Ipecuenckas Ha0., 1. 10, BL] «bamras na Habepexuoit» (biok C)
Tenedon: +7 (495) 287-5000

dakc: +7 (495) 287-5300/287-5067

Dn.moura: Russia@pfizer.com

Pecnybsiuka Kazaxcran

Ounuan komnanuu Pfizer Export B.V. (Ildaiizep Dxcnoptr bu.Bu.) B Pecniybnuke Kazaxcran
Pecniyonmka Kazaxcran, r. Ammarei, 050000, Meneyckuii paiion, mpocrnekt Hypcynrana
HazapOaesa, 1. 100/4

Ten.: +7 (727) 250 09 16

daxc: +7 (727) 250 42 09

D. moura: PfizerKazakhstan@pfizer.com

IIpumeuanwue.

Toprossie HaMMeHOBaHUsA npenapara 1 ucnoiaszyembie MHH B ctpanax EADC:
Poccuiickas @enepauus: Topropoe HaumeHoBanue: Comasept, MHH: marsucomant
Kaszaxcran: ToproBoe HaumeHoBanue: Comasept, MHH: nersucomanr

8. HOMEP PETUCTPALIMOHHOI'O YAOCTOBEPEHUSA

9. IATA NMEPBUYHOM PETMCTPAIIMHA (IIOJATBEPXJIEHHSI PETMCTPAIIUU,
INEPEPETUCTPAIIN)

JlaTa niepBoii perucTpanuu:
10. JATA IIEPECMOTPA TEKCTA

OO01mas xapakTepuCTHKa JeKapcTBEeHHOTo Mpemnapata ComaBepT JOCTymHA HA WH()OPMAIIMOHHOM
nopraiie EBpa3uiickoro 3KOHOMHUYECKOTO COI03a B MH(POPMAIIMOHHO-KOMMYHHUKAIIMOHHON CETH
«urepuet» https://eec.eaeunion.org.
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