OTSUKA PHARMACEUTICAL CO,,LTD JAPAN

AMUHONEBAH

8% AMUH xyunn
BeHwWiiH cyacaHa TapbX Xaparnaxag 30puyncaH
AMINOLEBAN
8% Amino Acid
For intravenous administration

OnarHun sHuedanonatMiH aHxgard wantraaHTam xonbooTonroop WyBTap, GOrMHO TMHXNUT
©6XHWI Xy4mn 60noH MepkanTaHyya XaT uxacgar. CyynuinH yewnH cyaanraaHyya Hb, 3rarHuin
YN axunnaraaHbl XyHO XanOapunH ayTMaruiuvng Hemeenex Oycag Xy4uH 3yWNCUMWH ad
xonboranbir OHUOoMK GawHa: LlyCHbl CUMBSH A3X 4YeneeT amMuH XyudnyyaouwH 3yparnanbiH
eepunent Hb L-®eHunanaHuH, L-TpuntodaH, L-TuposuH, L-MeTuMoHMH uxcax OO0noH
canbapnacaH rMHXUT amuH xyunyyg (L-NewnumH, L-N3onenumH 6omnoH L-BanwuH) Garacaar
OHLITOrTON.

LlyCHbl CMIMB3H [3X 4erneeT aMuH XYuYnyyaunH 3yparnan eepurneracHeep, LUyC-TapXvHbl
XOpUroOp  H3BTP3X aMWH  XY4nuiH 3eeBepnent 6GOMOH TapxvH Adaxb  Xyypamd
HEeNPOTPaAHCMUTTEPYYAUNH HUANIDKUNTUAT XOPUrNOX YU sBL eepunergger. YYHUA yp OyHA,
TapXuH Oaxb aMWH-bl €PeHXU GOAWUCBIH CONUMNLOO eepynergeHe. TapxuH faxb aMuH-bl
604M1CbIH CONMUILOOHBI 3H3 EBPYNeNTUIT 3M3rHUN 3HUedanonaTMinH TOMOOXOH LWanTraaH rax
Y3C3aH.

OArasp yp AYHIYYA Hb Cyypb Maaaannyyq 6ereeq duwiep HapbiH cyanaayung, LyCHbl CUAB3H
09X YeneeT aMWH XYYNYYAWWH 3yparnarnblH eepynenTUir camkpyyrnax amuH XyunyyauiH
eBepMeL, ToMbEoron(canbapnacaH MMHXUT aMUH XyYnyyguir eHaep KOHUEeHTpaumap aryynx,
L-Tvpo3uH aryynaaryn wmeH L-®eHunanaHuH, L-TpuntodpaH, L-MeTuoHuHbir 6Gara
KOHLIEHTpaumap aryyricaH)-bir XenKyyncaH. QNarHuin saHuedanonaTtunH SMYMIraaH 3opuyrncaH
eBepMeL, HanmpnarbIr TypLWUNT cyganraa, SMHAM3yWH cyganraaraap TOrTOOX, LYCHbl CUWB3H
039X YeneeT aMWH Xy4nyyauriH 3yparnanbir X9BMWH GONrocHOOp 3MNarHWM aHuedanonaTuir
3MUnax yp Heneer 6artancaH.

duLep-UinH amuH Xy4nuinH xapbLaaHsl eBepMeL, ToMbéonnbiH garyy AMUHOJIEBAH-bI amyH
XYUNUAr  WKUN  HaWpnaraTtamraap OyTa9caH. OMHAN3yWH cyganraaHyygaap, SnarHum
SHUedanonaTunH SMHAMN3YNH LUMHX TAMA3r OOMOH UYCHbl CUMMB3H [A3X aMWH XYYMWiAH
KOHLEHTpauMnr 3acaxaf, aHaxyy TapunrbiH yycman yp AyHTan 6010x Hb HOTMAOrACOH.

HAWMPIIATA

AMWHONEBAH® 500mn 6ypT Aapaax 6ogucyys aryynargasa:
L-TpeoHuH 2.25rp L-INenuuH 550 rp
L-CepuH 2.50rp L-deHnnanaHuH 0.50 rp
L-MponuH 4.00rp L-Tpuntodhan 0.35rp
L-Uuctemn HCI.H20 0.20rp L-f'metnamd HCL.H20 1.60 rp

(L-UncTeunHran 0.15p) (L- TvcTnanHTaN 1.20 rp)
TOHLIXYWL, TOHLIXYNLL

AMWH LYYHbI Xy4un 450 rp JInanH HCI 3.80rp
L-AnaHunH 3.75p (L- JIn3nHTIM TaHLIXYML, 3.05 rp)
L-BanuH 420rp L-ApruHuH HCI 3.65p
L-MeTunoHuH 0.50 rp (L-ApruHuHTam TOHLIXYML, 3.00 rp
L-N3onenunH 450rp TapunrbiH yc 500mn
AMUH Xyunyya 7.99 % Hwunt asot 12.2 rp/n
(xyHA/xamx33)
CanbapnacaH amuH 355% Cl- Ofipornuooroop 94 m3k/n
XYunyya (XyHa/xyHa)
duwepwuiiH xapbuaa* 37.05 Na* Oiiponooroop 12 m3k/n
E/N xapbLaa 1.09 Ocmoc OWponLooroop 768 mOcm/n

LUMHX YaHap

* MonuiH xapbuaa (L-BanuH + L-Jlenumn + L-N3onenumnn) / (L-TupoauH + L-®eHnnanaHuH)
HatpwiiH 6ucynbdut 0.3rp/n-bir TOrTBOpXKyynary bangnaap xaparnacaH.
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XOP3ArNax 3AANT
OnarHun apxar SMrartav aMUnyynarYyauinH anarHnin sHuedanonaTtuiiH 3MYUITI3H, X3P3rTaHa.

TYH BA X3P3IM3X APTA

AMUWHONEBAH®-bIr HacaHA Xyparyaag BEeHUWH CyAcaHi Aycnaap Tapux epauiH TyH Hb 500-
1000mn GanHa. HacaHg xyparygsg 3axblH BEHUWH cyacang gycnaap 500mn-uir 180-300
MWHyT-aac ux xyrauaaHg aycaaHa (onpornuooroop Har muHytaHa 25-40 aycan). Cygcaap
OypaH Tax33x yen 500-1000mn Tapunreir OeKCTpo3 acBan Oycaa yycMmanTam Xonuxon
TOXMPOMXKTOW ©Gereen TeBUWH BeHWWH cyAacaap 24 uaraac ypgaaH XxyrauaaHg TapuvHa.
OMUnyYNaryunH Hac, WUHX TASMASr, BUEnIH XyHA33C XaMaapaH TYHr 30XuUyyIk O0rHo.

BONrOOMXIOon

XOPUIMOX 3AANT

Xopwurnox 3aanTtyyna (AMMHO"EEAH®-bIr Aapaax aMUnyynar4yasg Xaparnaxumnr L33priaHa)

(1) BeepHun xyHO xanb3puiAH SMrartan amunyynard(guanua 60noH remodunbTpal 3MYNIrad
XUANraX Byn aMmunyynardannr opyynaxrynraap) [LLUsar 6onoH 6ycag aMyH Xy4nuinH metabonutyyg
Oven ynoax, aMUnyynardymMmH aMHan3yH 6arngan gopaox 6onsowryi.]

(2) AMUH XYYIMIH CONUMLIOOHBI ©6pYNenTTan aMunyynard (AMUH Xy4nuinr cygcang TapbcaH yypaac
XaHrantram XyBupang Oporyin, SMUyynardMiH 3MHIN3yMH Hexuen 6angan myygax 6onsowryn).

1. Bonroomxton x3parn3a3 (AMUHOJIEBAH® paycnbiH LWUrIHWATN Aapaax 3Munyynaryglag
60NroOMXKTOM X3pP3rNax WaapanaraTtan)
(1) XyHA X3N63puIH XYUYUMLWMATIA SMUAYYIIaMY (TyXarH aMUnyynardunH SMHIN3yNH Hexuen
G6angan myyaax 6onsowuryin).
(2) BypxHui apxar gytargantan aMunyynary (3prangax LyCHbl XamKaa siMap HaraH 6angnaap
NX3CCIH AMUIYYNAryniiH SMHanN3ynH Hexuen 6argan Jopaox 6onsoLwryi).
(3) BeepHUIN xyHA XaNO3PUINH 3AMrarTan Amanuns 3cBan remouUNbTPaL, SMUYNITIS XMINTax Oy
amMunyynary
2. OHurom aHxaapyynra
LW3arMnH TyBWMH M3X MIT Hb AManu3 3CBAN remodunbTpal SMYUNrad XMUAMrax Oyn
AMUNYYIarymMiH  6uennH Gampgan, AwanuaunH apraac xamaapaH eep eep 6Gawpar.
OMUnNyynardyuH UYCHbl  OMOXUMW, XYUYUN-LWIYATUAH TOHUBIPUNH  LUMHXWUAr33, OUeniH
WMHI3HUIA  T3HUBAPT OGampan 33parT  YHASCNSH  SMUMYYMardumH OuennH  G6angnbir
aHxaapantanW YHIMCHWA Jdapaa TyC AYCNbiH LUMHIOHUAT 3MUUNIIdHA 3xnax 6GomnoH
YPraSOKAYYAIXUAT LWNNOHS.

3. Tax Henee (xoBop: <0.1%; ueeH: 0.1%-<5%; eBepMeL, YHaINraa 6amnxrymn: 5% Oyry gaBTamx

TOAOPXOMNrymn)

1) OMH3IN3yMH ay xonborgon 6yxun rax Hemnee:

(1) LlycaH paxb rmoko3blH TyBWWH Oaracax: LlycaH gaxb rntoko3blH TYBLUMHIMIAH Garacy
Gonsowryn. XapaB aMuYNyynaryMmH LycaH gaxb [MOKO3bIH TYBLWMH Garacsan, cyacaHg
MIOKO3 TOp Adapywn Tapuxbir 3eBrex Laapgnaratai. Hamk TamMaarnaxad, uycaH gaxb
FMIOKO3bIH TYBLUMH GaraccaH aMunyynardyasag TOXMPOX XOOJST TIKISMMWM 3oxuuyynax
WaapanaraTtan.

(2) UycaH paxb aMMOHbl TyBLUMH MXCax: LlycaH gaxb amMMOHbl TYBLUMHIMAH WXCANT
BypTroraceH. Xepae oamunyynarygen AMUWHONEBAH® xeparnax yea uycaH Odaxb
aMMOHbI TYBLUMH BaliHra ux 6anBan Xaparnaxad 30rcoox, a3oTbiH bycas ax yycBapuir
ragarwnyynax apra XaMmxa3 aBHa.

2) Bycap rax ypeanyya:
(1) XaT magparwumn.
XOBOp TOXMONZONA apbCHbI TyypanT 6aranaap WuHX TaMaar unapy 6onsowryin. ApbCHbl
TYYpanT UM3pBan Xaparfaar 30rcooX, TOXMPOX IMUNUNTIAN XUNHA.

(2) Xoooo4 ragscHuiM Tanaac.
HoTtop mMyyxanpax, 6eemKxmx LWMHX TAMAryya LeeH unapy 6on3oLryin.

(3) 3ypx cyaacHbl Tanaac.

Llaaxaap aBrym oprux 60M0H 3ypx A3MCIX WMHX TAIMATYYA LeeH unapd 6onsowryin.
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(4) BoancblH conunuooHbl Tanaac.
Yr aMuiiH 63naman Hb a3oT aryyncaH Tyn LycaH AaXb aMMOHWIH KOHLEHTpaummnr Typ
3yyp nxacrax 6onsowryn.
(5) Ix TyHraap 60noH xypaaH Tapux.
VX TyHraap xypaaH TapbX X3p3arnaxag Xy4unwnn axurnargax 6on3oLuryi.
(6) bycag.
Bue »xuxyyuax, xanyypax, Tonrom eBsaex, Cyaac garax eBaex Hb LIeeHryn axurnargaqa.

4. ©HOep HACTHbI X3p3rna?
©Haep HacTal aMUnNyynarduii pmMsnonoruiH yiun axunnaraa 6yypca 6angar Tyn aycnbiH
XypabIr Oyypyynax, TyHr 6aracrax apra Xamxas aBax Hb 30XUMXKTOMN.

5. XyyxaunH xaparnaa
XYYXO94 atoynryn Xaparniasd TOrToorgoorym.

6. XaparnaaTan xon6ooToun 6onroomxsion
(1) Xap3arnaxmmH eMHe
(1) XangBapaacC ypbOuunaH COpruinaxta xonbooTon Oyx axunbapbir apuyH Hexuena
XWX NYALSTI3HA.
(2) XYAT3H opumHg GamBan yycmarnbir GUEUWH X3MT3M OWMPONLOO AynaaHTanm GONCHbI
Japaa X3parnaHa.
(3) CaBnaraar H33C3H Aapyna X3parnaHa. Xaparnax AyyccaHbl fapaa aluvrnaarymn yracoH
BFLUID yycmanesir yctraHa.
(2) Xaparnax yen
a) AMuHoNebaH TapunrbiH yycman Hb 12M3k/n HaTpy 6a 94M3k/n xnopug aryynHa.
OnNeKkTponUTUNH yycmanTanm xaecpyynax Oywy eHOep TyHraap xa3parnax 6on
3MEKTPONUTUIH TIHLUBIPXUNTUIT CanTap XsHax WaapgnaraTan.
b) 3axblH BEHWIH cyaac (wyy, OyranraHbl BEHUWH cygac, aranHaac 433w 6anpnax
BEHWIH Cydac)-HA aaXMm TapuHa.
¢) Cypac eBaBern eep rasap Tapux 3CB3S X3PIrnaxad 30rCOOHO.

7.TyH xaTpanTt

AmMyHonebaH AycnbiH TapWmrbIr, YyXX X3p3arfax a3oTToN XxaBcpyynaxaj (a30TblH HUWAT TyH:
160rp) aMyH Xy4nuinH 63aNgMan XaparnacHU gapaa uycaH gaXb aMMOHMINH X3MX33 MXICCIH
M3433r1an BypTraracaH. (“OMHIN3ynH ad xonborgon 6yxun rax HeNee” Xacruinr xapHa vyy.)

3M cyanAn

1. AMVHOJNEBAH® Hb, anarHuin apxar gytargan yycrax, nopTokaBanb-LYHTbIH M3C 3acan
XWAC3H XapXHbl LYCHblI CUMB3H BOMOH TapXuH axb 4eneeT aMuH XyunyyauniH 3yparnan,
CEPOTOHUHBI COMNUMLIOOT CamKPYYIMK YHTax-C3PaX MOUNerunr XaBumH 60rocoH.

2. DnarHu apxar gyrtargan yycrax, nopTokaBanb-LUYyHTbIH MAC 3acarn Xux, aMMOHUA a4aanan
yycracaH xapxaHg AMVHOJEBAH gycnbiH Tapunrbir Tapmxag, LyCHbl CUMB3H GONOH TapXuH
Jaxb 4YeneeT aMuH XyunyyounH 3yparnanbir Camkpyymnx, Xyypamy HenpoTpaHCMUTTEp
OKTOMaMMUHUIN UXCINTUIM AapaHrynimK, TapxXuHbl uaxunraad 6udnarmir (330N )camxkpyynaH,
TapxvH faxb amuH-bl 60ANCBIH conunuoor 3acax bainraa Hb 6atnargcaH.

ToQoPXoOMnonT
AMWNHOJEBAH Hb apuyH, xanyypyynard 604ncryi, eHreryn TapuirbiH yycmar oM.
pH: Oynoxaap 5.9 (ynnaBapnacHUin fapaa TOOOPXOWMNCOH

ayHoax ytra) 6a 5.5-6.5 (TycranncaH TogopXonnonT)
©Bepwmel Tenes 6angan (20°C): 1.025
Ocmoc WuHX YaHap: Oynoxaap 768mOcm/n
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OJIFOXTOMN XONBEOOTOW AHXAAPYYITA

1. Xagranax xyrauaaHnf AynaaHbl eepunenteec yy4sH TancT TyHagac yycd 6GonsoLuryi.
XoparnaxuitH emHe 15-25°C  xama TyHafchir yycran carcpax bereef xeprecHuii napaa
Bureniii XxamMTar onponLoo 6OnroHo.

2. XapaB yycmariblH eHre eepyneraceH byly TyHadac YYCCaH, Carcpaxaf TyHaaac Hb yycaxrym
BanBan yr 63angManuinr Xaparnak 60noxryn.

3. MagHa TanbIH yyThIr WYy X3parnaxminH eMHe 3aganHa.

4. XapaB yyTHaac yycmar rooxux, yycman 6ynuHrapTar acBan ragHel 6uet aryyncaH 6ansan

X3PIrnax 60noxryii.

XAOrANANT
apnaac xamraamk, 30°C-33c 40Ol Xam XaaranHa.

CABJIATAA
500Mn Gyxuin 3eeneH yyTaHA caBnacaH.

| 36BX6H 9MYUAH KOPOOP |

YunpgBapnary 6a Tyraary:
MT. OLUYKA MHOOHE3
K. Cymbasp Bapac Ne 25, JlaBaHr, ManaHr 65216,
MHOOHES YJIC

OLYKA ©®APMALIEBTUKAN Ko., N1A.
2-9 KaHpga-Llykacamauun, Ynéopa-ky, Tokmo 101-8535
AMNOH YJIC



