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18NN 1 Milrinone lactate 1 mg/mL injection, 10 mL
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1. %am Milrinone lactate 1 mg/mL injection, 10 mL

2. amdasiana

2.1 3uuuy Hussazaulseanids smsuda

2.2 #ulsznay Usznausauaien Milrinone lactate ﬁauyjaﬁ'v Milrinone 1 mg/mL ludSanas 10 mL
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3. AuANLtANIINAa

- I (2
3.1 Finish product specification'"”
1. SSnudandngy 329K ua Ty L1 Finished product specification
2. ldentification test m’aamumuﬁs:glu Finished product specification
3.pH m’mﬁhum&lﬁ's:q‘lu Finished product specification
4. Sterility test mmci'lu@’mﬁsnﬂu Finished product specification
5. Pyrogens or Bacterial endotoxins ﬂﬁ’aﬁm’]umuﬁsquu Finished product specification
; )
6. Particulate matter mai\mumum:qlu Finished product specification

- 9ua = 10 pm laitfin 6,000/container

- U@ 2 25 pm WLAU 600/container

. : . o - . -
7. Volume in container m'ailmummﬂitlﬂu Finished product specification

8. Impurity / Related substance ﬂi’ai}ﬁhu@’mﬁsquu Finished product specification

3.2 Drug substance specification : Milrinone®™

Test Item USP 38
1. WSnmdendngy 98.5 - 101.5% of Milrinone (calculated on the anhydrous basis)
2. Identification AIIVHIW
3. Water NMT 2.0%
4. Residue on ignition NMT 0.2%
5. Heavy metals NMT 0.002%
6. Chromatographic purity - Any individual impurity : NMT 0.3%

- Total impurities : NMT 1.0%
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2. Drug substance specification #1309 nlAiaTziuasfniin drug substance wialu3inmew drug substance 184
JuRanduag atuleatundls %oﬁmsmaﬁmsw:ﬁmunnﬁ'ﬁaﬁﬁwm

3. nszﬁqmamﬁamamﬂﬁﬂmaw'm%afmqﬁu Lifisredsluinardniuen 1%819890nw Drug specification AuSHnle
Qﬂﬂ:kﬁﬂ%@iﬂﬁ?']ﬁ;ﬂ\'i']uﬁwni‘i&lﬂ"ﬁﬁ]’]‘ﬂﬁﬁtla:ﬂ’] ﬂﬁz‘n?')@a’lﬁ’\ﬁmq’ﬂ

4. nsﬁqmauﬁﬁmamﬂﬁwaamw?a’?@lqﬁu Fedsluwndwdiuen Lwim'smaﬁmﬁ:ﬁmmQtauaﬂmh}mm”u
NFBENSUIAN LW N SE e 15 51\15\1mé’m’ﬁ'vﬁlmjn’jwﬂiznwnszm’mmﬁ’lsmqﬂj s 3y
.61, 2556 w%aé”'mé‘dmumé’m"n%“uuanmﬁamnﬁs:mﬂns:mwmmsmqm WaldiAnnuaei lﬁﬂﬁuﬁuqaﬂﬁﬁa
PadnmENITIANIYIEMaNAen

Gauluduq
1. e‘hmewrhULanmﬁmsvl@T%’umérymifumLﬂ sudnTueiadminelulsmnelng ussduas (declare) WARIHE®
1.1 luddynstunadoudive (me.2 ne.3 no.4 WRILANTTH)
1.1.1 lunsdifdueiingalulszinelng wanede no2
112 1unsniﬁ'|,ﬂummLﬂTﬂLﬁamsuﬁGUﬁﬁ; wanuds ne.3
1.1.3 lunsdifiduerigdhanesdszna wanefs ne4
12 ludatunafiouen ne.1/s.1 vasenfiauenan WA DENITINMIAILIANA AMWIBING ANTUTT
auRdunzidon (finished product  specification) wazTBINUARUNINYBIIANAY (drug  substance
specification) ﬂitﬁﬁagl;izﬁ’j’mfl’]iLﬂSUuLLﬂmLLﬂuL’ULﬁ'JJLaM ARILRULENETENWINWEIBMTVaUT b (8.5)
NINIBY finished product specification WRZ/AID Drug substance specification I@wal,l,n"'lmriau'i‘uﬂszmﬂ
dszmanediannsafing uazlaiifiu 2 4 o Judsemeadsemenaidiinnsefing
2. 1aNFITUIBIANAITINMTHAGL
21 nsdfigndaludsznalng Hudadasdienasivsannasgunsndasmumsninmsiuas3snsfialu
MINEAEN PIC/S (Pharmaceutical Inspection Co-operation Scheme) Taswiaeam PIC/S participating authorities
wia San®3iLIaNATIUNIINEREIAUBANIN LAz AT M IRE U IHRaETasE N A BN TIINS
DIMITURZLT NIENTNAITITUY Farwuedulasfanusanadasuasiafioutunsninmaiuas Ien e
nsndagn PIC/S lunurasniiauaane aﬁ"udwq@mmaummiwaaui@ﬂﬁwams{usaaﬁﬁuﬂi:mﬂ
Uszmesmaiannsafing
22 ndfidueingoinessemne HHAeADlaNaITTUTBNNATTIUNINEAtNIAnATIN T ILES
?Jﬁmsﬁlﬁ'lumwﬁelm GMP %32 GMP/PICs {Pharmaceutical Inspection Co-operation Science) Toswiaeau
PIC/S participating authorities 217Uage ausaunsaTiageulasiinanissusesiisiudszmedszmanen
Bldnnsadind wiaa1yaneadw ududnsd
3. Lanmsqmmwmaomﬁl.amaswm (Fnwinnana)
3.1 Namsmaﬁmsw:ﬁqmmwwﬁmﬁmwfmaagwam (Certification of analysis) ‘l,umg‘uﬁdol,ﬂuﬁ'zazm
3.2 NaNMIAIVIATIZR W IaYAUBIGILEATY (Drug substance) ﬁlﬂumwﬁﬂméuﬁauﬂuﬁaamq
ﬁamaog{wﬁmthaz@ﬁmf@qau
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33 Lanmw‘%a%é’nﬁmﬁuﬁummﬁ'ww”ufs:m'm;umswﬁmaai’mqﬁumaa?ﬁmﬁm”ty (Drug substance)
%ia 3.2 n”us'umswﬁmaowﬁmﬁmfﬁméﬂL%fmJ (Finished product) %2 3.1
3.4 Tunsd@idunsdougnanannna 2 8 ABINFUUNWENBNANTIANEN Long term stability aasfitis
i lunsdouenanuaas LLa,'LmumsaammmaaLanmsmnmummwaqmwﬂ
3.5 lunsdiunaidonegnuniasni 2 9 AHDINF UMW IHAMTAN MU IRV DI AT
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4.1 dlauanan davssdiagwnatnetes 3 WLUITI U] f Sadudunuuaasmoazidoeldasudan
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5. nﬂiﬂs:nuqmmwmnawau (waaslanaIINITIULsEAN)
5.1 mﬁd@uauﬁaqﬁmUl%'l@“”l.aiﬁaun'jﬁ 1 0 dunniussuey
5.2 mwmmﬂawau amlaaaaml,mmwmsﬂ,‘usmaowamsmammnwmsmamau
5.3 nsm«nvxmmwmsmmsaumamamwmuauLwammammﬁ"mmmw RUILTITNTILYINRITIRE
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RAEING 91989970
1 = General requirement VaILNFBAITU §195U Finished products EﬁLL'iJ‘U Injections
(Parenteral preparations)
2 = The Intemational Conference on Harmonisation of Technical Requirements for Registration of
Pharmaceuticals for Human use (ICH quideline), Impurities in New Drug Products Q3B (2R) ;
Current step 4 version, 2006.

3 = The United States Pharmacopeia 38
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