WHCTPYKUWA

(nHpopMaLMA aNna CNeLmanncToB)

b. bpayH Menb3yHreH Al, 34209 Menb3yHreH, l[epmanua

no meanumHCKoOMy NPUMEHEHNIO NMpenapaTta

438/12607545/0816

AmuHonnasmano b. bpayH E 5
(Aminoplasmal B. Braun E 5)

PernctpauunoHHbin Homep: JICP-003845/09 ot 21.05.2009
Toprosoe Ha3BaHMe: AMHonnasmanb b. bpayH E 5

lpynnupoBoyHoe HammeHOBaHMe: AMUHOKWCIOTHI 1A NMapeHTepanbHOro
nutaHna+lpoune npenapatbl [MrHepanbi]

JlekapcTBeHHas popma: pacTBop Ana Hdy3un

CoctaB

1000 mn pacTBOpa cofepxar:

[leticmsyrowue sewecmaa:

M3onenyunH 2,500r
NenuunH 4450r
JInsnHa rugpoxnopug 4285t
(cOOTBETCTBYET NU3VHY) 34301
MeTnoHWH 2,200r
MeHunanaHuH 2,350r
TpeoHuH 2,100r
TpunTodaH 0,800r
BanuH 3,100r
ApruHuH 5750r
[nctnpnH 1,500r
AnaHuH 52501
MnumH 6,000r
AcnaparnmHoBas Kuncnota 2,800r
nyTammHOBaA KMcoTa 3,600
MponuH 2,750r
CepuH 1,150
Tnpo3wuH 0,400
HaTtpus aueTata Tpurngpat 1,361r
Hatpusa rugpokcng 0,140r
Kanus auetat 24531
HaTtpus xnopua 0,964 r
MarHusa xnopuga rekcarugpat 0,508 r
Hatpua rugpodocdata goaekarngpat 3,581r
BcnomozamenbHele gewecmea:

AUeTUNUNCTENH 0,200r
JINMOHHOI KNCNOTbI MOHOTAPAT 0,210-0420r
Bopa ans uHbekumn 0o 1000 mn

KOHLIEHTPBLWIFI NIeKTPONNTOB:

Hatpuin 50 mmonb/n
Kanun 25 Mmonb/n
MarHuin 2,5 Mmonb/n
Xnopugpl 45 mmonb/n
AueTatbl 35 mmonb/n
Docdatbl 10 mmonb/n
LuTparbl 2,0 mmonb/n
DOU3NKO-XMMNYECKME XapaKTepUCTUKNA:

TeopeTuyeckas 0CMONAPHOCTb 588 mOcm/n
pH o75,7006,3
CopepxaHue aM1HOKNCIOT 50r/n
O6wuin a3ot 79r/n
JHepreTnyeckasn LeHHOCTb KK (KKan)/n 835 (200)

OnucaHue: NPo3payHblil, GECLIBETHDIV UK BIeAHO-KENTbI PacTBOP
(apmakoTepaneBTMUecKas rpynna: nTaHuA NapeHTepanbHoOro CpefcTBo
Kog ATX: BO5BA10
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(Dapmakonorunyeckue cBoiicTBa

(DapmakogmHamuKa

OcHoBHOe TepaneBTUYeckoe Bo3gencTBMe AmmHonnasmana b. bpayH E 5
3aKmioyaeTca B CHabXeHUM opraHu3ma cybcTpaTom CuHTe3a 6GenkoB npw
napeHTepanbHOM MUTaHNM.

BBefieHVe Bcex aMMHOKICIOT, HEOOXOANMbIX AN1A CHTe3a GenkoB (BKoYan
YCNOBHO 3aMeH/Mble 11 3aMeHMble aMUHOKUCTIOTbI), COAePXaLLmXca B AMIHO-
nnasmane b. bpayH E 5, 06ecneunBaet BbICOKYI0 NnTaTeNbHy0 3$PEKTMBHOCTD
1 CHUXKAeT HarpysKy Ha opraHu3m npu cuHTese Genka.

[ina ncxknioyeHna metabonrama BBOAMMbIX aMUHOKWCIIOT B Ka4eCTBe NCTOYHU-
Ka 3Heprum, HeoOXO[MMO OfHOBPEMEHHOE BBEAEHNE C AMUHOMIa3Manem

b. bpayH E 5 foHaTopoB 3Heprum, Taknx Kak *1poBble SMyNbCUW N PacTBOPbI
yrneBofos.

Momumo ammnHokmcnot AmuHonnasmanb b. bpayH E 5 cogepxut muHepanb-
Hble BelyecTBa, HeobxoauMble ANA NOAAEPKAHWA BOJHO-3NEKTPONIUTHOTO 1
KMCIOTHO-OCHOBHOTO PaBHOBECHA.

(DapmakokunHeTnKa

BBogVMble BHYTPMBEHHO aMUHOKWUCIOTbI MOCTYNAOT BO BHYTPUCOCYAUCTbIE 1
BHYTPUKNETOYHblE 1eno SHAOreHHbIX CBOOOAHBIX aMUHOKNCIIOT U TaK e, KaK 1
OHU, GYHKLMOHMPYIOT B KauecTBe cybCcTpaTa 1 CMHTe3a 6enkoB opraHu3ma.
BrogoctynHocTb Bcex koMnoHeHTOB AMHOMNasmansa b. bpayH E 5 npu BHyTpu-
BeHHOM BBeaeHumn coctasnsaeT 100 %.

B AmuHonnasmane b. bpayH E 5 nHavBuayanbHble KOHLEHTPauun aMUHOKNC-
n0T nogobpaHbl TakMM 06pa3om, uTobbl MPK BHYTPMBEHHOM BBELEHWV AAHHO-
ro pacTBOpa OTHOCUTENbHBIA POCT KOHLEHTPaLMN KaXAoi aMUHOKMCIOTI
B N/1a3mMe He BbIXOAWUN 33 Npefenbl HOpMb, YTo obecneynBaeT NoAAepPKaHe
romeocTasa aMMHOKMCIIOT B Nasme.

AMVHOKMCIOTbI, He BOB/IEYEHHbIE B CUHTE3 6e/KOoB, MeTabonn3npytoTca creay-
I0LLMM 06pa3oM: B pe3ysibTaTe TPaHCaMUHUPOBAHWA aMHOTPY bl OTAENAT-
€A OT YINepoAHOro CKeneTa, Aanee yrnepofHbie Lenu unun okucasotea go CO,,
UV UCMONb3YIOTCA B KayecTse CyOCcTpaTa B peakLmu rioKOHeoreHesa B neve-
HU. AMUHOTPYNMbl METabOoNM3MPYIOTCA B MEYEHN SO MOYEBMHI.

Moka3saHuAa K npyMeHeHNo

MapeHTepanbHoe MuTaHWe C Lefblo NPOQUNAKTUKMA W NeYeHUA COCTOAHMIA
6€eKOBOI HEAOCTAaTOYHOCTN BCNIEACTBIE MOBbILUEHHON NoTepy 6eNKoB u/unw
MOBbILEHHOW NOTPEBHOCTY B HUX:

TpaBMbl CpefHeln N TAKENOW CTeMneHu, MOAUTPaBMa, OXOrW, NMEePUTOHWT,
CEencnuc,  MonMopraHHas  HeAOCTaTOYHOCTb B COOTBETCTBUM  C
MeTabonnyeckummn noTpebHoCTAMY;

CocTosHYMA NoCne OBLWMPHBIX ONepaTBHbLIX BMELATENbCTB;
BocnanutenbHble 3a60neBaHMA KMLEYHMKA (B T.4. 601e3Hb KpoHa, A3BEHHbIN
KONWT), KNLLEYHbIE CBULLY;

- HapyweHua nutaHma pasnmnyHoro reHesa (kaxekcus).

MpoTmBonokasaHusa

MnepuyBCTBMTENBHOCTb K KOMMOHEHTaM Npenapara;

BpoaeHHble HapyLLeHNA aMUHOKNCIOTHOro MeTabonn3ma;

Taxenble HapyLLeHUsA KpoBoobpalLLeHUs (LoK);

BbipakeHHaa runokcms;

BblpaeHHbIi1 MeTabonnyeckunin aungos;

MporpeccupytoLas neyeHoYHasa HefLOCTaTOYHOCTb;

- OcTpas noyeyHas He[OCTAaTOYHOCTb, E€C/IN HEBO3MOXHO MPOBefeHNe
remoduAbTPaLMN UV rTeMOoANann3a;

MpeBbileHre NpefenbHO [OMYCTUMONM  KOHLEHTPaLUM  3neKTPOmMTOoB,
BXOJALLVX B COCTaB Npernapara, B Nia3me KpoBu;

[leTcknin Bo3pacT go 2 ner;

O6wye npoTBOMOKasaHWA ANA NPOBeAeHWA WHOY3MOHHOW Tepanum
(nexomneHCpoBaHHaA CepAeyHan HeflOCTaTOYHOCTb, OCTPbIN OTEK Nerkux,
runepruppataums).

B/ BRAUN
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C OCTOPOXHOCTbIO

AmmnHonnasmanb b. bpayH E 5 MoXeT npuMeHATbCA TONbKO Nnocne TlaTebHow
OLieHKM COOTHOLLIEHA PUCK/NOMb3a B CyYanX:

- MoyeyHol Ny NeYeHOUYHON He0CTAaTOUHOCTH,

- [oBbllEeHHON OCMOAAPHOCTY Na3Mbl,

- [MnoToHNYecKon gernaparauuy,

a Takxe BO BCEX Cly4YanAX HapyLueHUA MeTabonnm3ma aMUHOKICIOT, 06ycnoB-
NEHHbIX NPUYMHAMW, He ABAAIOWMMICA NPOTUBOMOKA3aHNAMY K MPUMEHEHMIO
npenapara.

MpumeHeHne B nepuog 6epeMeHHOCT 1 aKTauun

B HacTosiee Bpems [OCTATOUHBIX KAWHWUYECKMX AAHHBIX O MPUMEHEHN
AmunHonnasmans b. bpayH E 5 B nepuog 6epeMeHHOCTN 1 IaKTaLmum HeT, No3To-
My BO3MOXHO €ro NpUMEHeHIE Y GepeMeHHbIX 11 KOPMALLMX XKEHLWH TONbKO
B C/lyyasx, KOrAa oxuaaemas nosib3a OT SIeUeHs NpenapaTom npesbilaet
BO3MOMHbI PUCK Pa3BUTUA OCIOKHEHNIA.

Cnoco6 npymeHeHnA 1 fo3bl

AmuHonnasmanb b. bpayH E 5 BBoguTCA B nepudepnyeckrie n LeHTpaabHble
BEHbl.

[ns BeegeHns AMmHonnasmans b. bpayH E 5 Heo6xoammo ncnonb3oBath Tofb-
KO CTepusibHble CYCTeMbI /1A BHYTPUBEHHON MHY3MN.

Bo BpemA nmpumeHeHnA npenapata HeOOXOAMMO KOHTPONMPOBATb MECTO
BBeAeHUA (MecTo NyHKLUW, NN KaTeTepusaLnn) Ha NpeaMeT Hannymna npr3Ha-
KOB BOCManeHnA nnm NHGULMPOBaHNA.

Mpenapat nocTaBnseTca B GyThiKax, PacCunMTaHHbIX Ha OAHOKPATHOE MprMe-
HeHue. JTiobble Hencnonb3oBaHHble 06beMbl Mpenapata He NMoAnexar XxpaHe-
HUIO 1 [LOMKHBI BbIGpaChIBaTbCA.

Henb3a ncnonb3oBaTth Npenapar, eciv pacTBOp He Mpo3payeH, Ha OyTbiike
€CTb ABHble Cnefibl NOBPEXAEHUI NN HapyLUeHa FepPMETUYHOCTb.

[osa AmuHonnasmana b. bpayH E 5 3aBucuT OT HyTpULMOHHOrO CTaTyca v
VHAVBMAYaNbHBIX NOTPEBGHOCTEN NaLyeHTa B aMHOKMCIOTaX, SNeKTPoNnTax
Y KUAKOCTW.

B3pocnbim u demsam ¢ 14 nem

CpepHAA cyTouHasA fo3a

20-40 mn/Kr Maccbl Tena, YTo COOTBETCTBYET 1-2 F aMUHOKWUCIOT/KI Macchl Tena,
1400-2800 mn npenapata Ans nauneHTa ¢ Maccom Tena 70 Kr.

Bbicwas cyTouHasn go3a

40 Mn/Kr Maccbl Tefa, YT COOTBETCTBYET 2 I aMUHOKWUCAOT/KI Macchl Tena, 140 r
amuHokmcnot nnu 2800 mn npenapata Ana naumeHTa ¢ Maccor Tena 70 Kr.
MakcmanbHaa ckopocTb BBefieHNA

2 MII/KF Maccbl Tena/yac, 4to cootseTcTByeT 0,1 F aMUHOKWUCIOT/KI Maccbl Tena/
yac, 45 Kanenb/MyUH UK 2,34 MN/MUH ANA NaumeHTa ¢ Maccoi Tena 70 Kr.

Jemam

YKa3aHHble HIKe 03bl ABNAIOTCA yCpeaHeHHbIM. [l03a AomKHa noabrpaTtbcs
B COOTBETCTBUM C BO3PACTOM pebeHKa, CTafuell U BblpaXeHHOCTbio 3aboneBa-
HUA.

[ing 0emeli c 2 0o 5 nem:

30 Mn1 /Kr Maccbl Tena, YTo COOTBETCTBYET 1,5 I aMMHOKMCNOT/KI Macchl Tena.
[ins demeli ¢ 5 0o 14 nem:

20 mn1 /Kr Maccbl Tefa, 4to cooTBeTCTBYET 1,0 F aMUMHOKMCIOT/KI Macchl Tena.
MakcmmanbHasa CkopocTb BBefieHUA

2 MA/Kr maccbl Tena/yac, uto cootsetcTsyeT 0,1 r aMUHOKMCAOT/KI MacCbl Tena/
yac.

Ecnn noTpebHOCTb B aMMHOKMCIOTaX NpeBbIlWaeT 1 I/Kr Macchbl Tena B CyTKM,
BO3MOXHO WCMONb30BaHWe 6onee KOHLEHTPUPOBAHHbIX PacTBOPOB aMUHO-
KMCNOT C LieNblo CHUXEHWA BOAHOMN Harpy3Ku.

[podomkumenbHOCMb NPUMEHEHUS!
OrpaHuyeHuin No NPOJOKUTENBHOCTI NCMOb30BaHUA NpenapaTta He BbisiB-
NeHo.

Mo6ouHble 3$ppeKTb

Mpn cobniogeHn peKoMeHAaLnin B OTHOLIEHNN YKa3aHHbIX Mep MpeaocTo-
POXHOCTHU, CKOPOCTY BBEAEHS 1 fO3MPOBKY, MOOOUHBIX 3GGEKTOB He Habto-
[AeTCs, OfHAKO BO3MOXHO Pa3BUTUE anneprityeckix peakumii.
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Penko Bo3HuMKalowme noboyHble 3¢pdekTbl (> 1:1000, < 1:100): TOWHOTa, PBOTA,
ronoBHas 60/b, 03HOO, NMMXOpafKa MOryT ObITb CBA3aHbI C HAYaNoM NpoBefe-
HUA NapeHTepanbHOro MUTaHWA 1 He ABNAITCA CneunduuHbIMU Ana AMUHO-
nna3mana b. bpayH E 5.

Mepepo3suposka

I'IepeqosmpOBKa NN CNLLKOM 6bICTpoe BBELIEHVE NpenapaTa MOryT rnoseyb
3a coOOM TaKKe ABNEHNS, Kak 03HOO, TOLIHOTA, PBOTA 11 MOBbILLIEHNE IKCKPELIMK
AMUHOKMCNOT NoYKamu. B Takux CnyYyaax BBefeHne npenaparta OXKHO 6bITb
npekpaLleHo n BO306OHOBJIEHO MO3XKe C MeHbLLEN CKOPOCTbIO I/IH(I)y3I/II/I.

Bsaumopeincteua ¢ ppyrumm npenapatamu u gpyrue Bugbl
B3aMMOAENCTBUA

JleKapCTBEHHble B3aMOLeACTBYIA He N3BECTHbI.

Cmewwuanue AmvnHonnasmans b. bpayH E 5 ¢ gpyrummn KoMnoHeHTamm napeH-
TepanbHOrO MUTaHUA (YrNeBOAAMM, XMPOBBIMA SMyNbCUAMY, BUTaMUHAMU,
MUKPO3JIeMeHTaMI) AOMKHO MPOBOAUTLCA B aCENTUYECKIX ycnoBusx. Heobxo-
AVMO NPOBEPATb NX COBMECTUMOCTb NePe NpYMeHeHeM.

Ocobble yKasaHus

[ina obecneyeHnA NONHOTO YCBOEHMA aMUHOKMCIOT, BBEfieH e AMUHOMIa3Ma-
ns b. BpayH E 5 cneayeT npoBoAMTL OAHOBPEMEHHO C MpenapaTamu, obecneyu-
BAIOLMMU SHEPreThYecKme NoTpeGHOCTY OpraHn3Ma (KMpPOoBbIMY SMYbCUAMM
1 pacTBOPamm yrneBofoB), a Takxe BUTaMVHaMU U MUKPO3IeMeHTaMU.
CnepyeT yunTbiBaTb, UYTO BO3MOXHOCTb BBEAEHMA BbILIENEPEYNCTIEHHDBIX
KOMMOHEHTOB B nepudepuyeckrie BeHbl Oy[eT 3aBUCETb OT Pe3ynbTUpYioLLei
OCMOJIAPHOCTU 3TUX PaCcTBOPOB.

B nepuop neyeHusi HEOOXOAUMO KOHTPONMPOBATb BOAHO-3MEKTPOUTHBIN 1
KNCIIOTHO-OCHOBHOW 6anaHc, ypoBeHb CbIBOPOTOUHbIX HeNKOB, OCMONAPHOCTb
CbIBOPOTKM KPOBM, KOHLIEHTPALIMIO TT1H0KO3bI B KPOBM 1 QYHKLIMM NEYeHN.

[1nA naumeHToB C NeYEHOYHON, MOYEYHON, CepAEYHON, NeroYHOW HeJoCTaTou-
HOCTbI0 HEOOXOAMMO NOA6VPaTb UHAMBMAYATbHDBIN PEXIM A03MPOBAHNA.
Mpwn pnnTenbHOM BBeAEHUN (B TeUeHVe HECKOMbKIX HeAenb) CeayeT KOHTPO-
NMpoBaTb GaKTOPbl CBEPTHIBAHMA U KNETOYHDIA COCTaB KPOBU.

B cnyvyae Hannuma runoToHMYeCKon Aeryaparauunmy, CHayana, cnegyert BoccTa-
HOBWTb afieKBaTHbIN GanaHC BOLbl U SNEKTPONNTOB, @ 3aTEM HauMHATb NapeH-
TepasbHoe NuTaHue.

XpaHeHve npu Temnepatype Huxe 15 °C MoXeT BbI3blBaTb 06pa3oBaHue
KPWCTannoB, KOTopble pacTBOPAIOTCA MpK HarpeBaHuy pacteopa fo 25 °C u
Nerkom BCTPAXMBaHUM.

®opma Bbinycka

Pactop ans uHoy3wui. Mo 250 mn, 500 mn 1 1000 mMn B GYTHINKA MLPOAUTY-
ueckoro cTekna knacca ll, coorBetcTBylowMe TpebosaHuam EBponeiickoit
(Gapmakonen Ana NHOY3MOHHbIX PacTBOPOB. ByTbinKa yKymnopeHa pesnHO-
BOV MPOBKOI KNPMMYHOTO LiBeTa, COOTBETCTBYIOWEN TpeboBaHuam EBponeit-
ckoit Gapmakoneu Ana NHOY3MOHHbIX PACTBOPOB, aNOMUHNEBBIM KOAMAYKOM
KMPMUYHO-KPaCHOro LiBeTa 1 MNacTMacCcoBOW 3arnyLUKOi Ceporo LigeTa.

Mo 1 6yTbinke no 250 mn, 500 mn wnan 1000 MA BMECTe C UHCTPYKLMEN No
NPVMEHEHMIO B KAPTOHHOW MayKe.

[na cmayuoHapos.

Mo 10 6yTbinok no 250 mn v no 500 mn, no 6 GyTbinok no 1000 mn BMecTe ¢
VIHCTPYKLMEN MO NPUMEHEHIIO B KAPTOHHOM KOPOOKe.

Cpok rogHocTn
3ropa.
He ncnonb3oBatb nocne CpOKa rogHoCTK, YKa3aHHOro Ha yrnakoBKe.

YcnoBusa xpaHeHus
XpaHnTb npu Temnepatype He Bbilwe 25 °C B 3alLMLLEHHOM OT cBeTa mecTe. He
3aMopaxkmBaTb! XpaHWTb B MeCTax, HeAOCTYMHbIX AN1S AETENA.

Ycnosua oTnycka u3 antek
Mo peuenTy.

Mpownssoputenn
b. bpayH Menb3yHreH Al, Kapn-bpayH-LUTtpacce 1, 34212, Menb3yHreH, [epma-
HUA.

OpraHusauusa, YnonHOMOYEHHas
notpe6utenen B PO

000 «b.bpayH Mepnkany,

191040, CaHkT-MeTepbypr,

yn. MywkuHckas, a. 10.

Ten./dakc: (812) 320-40-04

NMPUHNMATb MNpPeTeH3nn oT

B BRAUN

b. bpayH Menb3yHren Al
34209 Menb3yHreH, lfepmaHua



