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3781191 1 Amphotericin B 50 mg for injection
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1.3as1  Amphotericin B 50 mg for injection
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2.2 sawdsznay Usznaumeaaen Amphotericin B 50 mg ua¢ sodium deoxycholate .8 sodium phosphate
1w 1 Vial
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3. AMENUANIIINAKA

3.1 Finish product speciﬂcation“’

AMINUTANINAKA USP 38
1. S dagy 90.0 - 120.0% of the L.A. of Amphotericin B
2. Identification AN
3. Sterility ATITHU
4. pH 7.2-8.0
5. Loss on drying NMT 8.0%
6. Bacterial endotoxin NMT 5.0 USP EU/mg of Amphotericin B
7. Uniformity of dosage units ATIIN

3.2 Drug substance specification : Amphotericin "

AMANTANIINATA USP 38
1. FRnmadendey NLT 750 pig of Amphotericin B / mg (calculated on the dried basis)
2. Identification ATIVAH
3. Loss on drying NMT 5.0%
4. Residue on ignition NMT 0.5%
5. Limit of Amphotericin A NMT 5%

oo ~ [ Y . a s wel o -, K2 e
nanswma 1. nadinsenadouudimeiu waive) misrnserinmzinensia v wuamt,anmmanpumnm'm‘lmuagmemw
2. Drug substance specification Wﬁlﬁnmnﬂlu’hﬂﬂzﬁmméwﬁﬂ drug substance W38tLItAIEH drug substance 84
v a P 1 @ a A 44 o a € @ o g
Andandniagl avtleadumile Befimimmliensiasunniadenitmue
3. nafiqusuiiEninaiiavasmuiadagiu desdadwnsrduen winmsanlinneivasfiauane biasiny
WNFTFSUANNALTINENLIAY SENE 1 é”w*a‘amé‘m‘iﬁuﬁlmin’hﬂi:mﬂmzmummsmqﬂx (389 Y
v a @ o P v a | o o An
w.a. 2556 viadudsmundrdiuuenmilannumansenrmmsngy Weliiiansuteriu WuiugseRiia
PpsnmenTINNMIUsENIaTANEN

<

A
(BITD) oo AN N UseFUAENIINNNT
- (WpF18ad NAAITLIT)
o =
<4 A
(CRETT) -SSR NITUMT (BIFD) v S ATINNTT
(Wiiril yasn) (WNETAUES Lrafdan)

nﬁ'lﬁﬂﬁumﬁhqnﬁBsﬂzsso



Souludu 9
1. éﬁtmmwrhmanmsnw'tﬁ%’uaguyﬂml‘rumtﬁ pudiueniRas g lulssmalng uaduas (deciare) UAEING®
1.1 luddymstunadoudiue me.2 ne.3 no.4 ufudnsd)
1.1.1 luns@nduendindaludsznalng nansds ne.2
1.1.2 'I,umtﬁﬁt.ﬂumﬁ’m’ﬁLﬁiammﬂwssq wUBe o3
1.1.3 lunsdifdugniidrandisdsane naneds ne.4
12 ludwetunafiouen ne.1/s.1 vosnfienenan wi’auﬁuanﬁ'U@ﬁ"sﬁamsmuquqnmwwmaamﬁmﬁ'mm‘
aufdunziow (finished product  specification) wazdarinnuan N TWUBITARAY (drug  substance
specification) niﬂﬁagszijnmﬂﬁﬂuuﬂmLLrﬂmﬁuLau AABUULDNITEUUI NN LN TBOLT 1 (8.5)
NNW3ay finished product specification LAZ/NID Drug substance specification Tazvaurd ludauiudsena
Uszmianandiannsafing uazlaifu 2 9 o Judszmadszmanmaidannsafing
2. 12NFITUTAINATFIRMITRAALN
21 nsdfiguaaluszmalng Q"Nﬁ@l(ﬂ'aaﬁmnms%’maammgmmsmﬁmm@nwé’mnmﬁua:iﬁ'ﬁ'msﬁﬁlu
nINaALN PIC/S (Pharmaceutical Inspection Co-operation Scheme) Tagwuaeann PIC/S participating authorities
730 ﬁLanms%’maammgmmma@mmwé’nmm@rﬁm:ﬁ%miﬁﬁlumswﬁmwadéﬂﬁnmuﬂmznssumi
2IMITURZEN NITNTNENTIIHEY Fawuadulaofanuranndauasiafisuiunsninmeiuaziinisfialu
nInae PIC/S lununaunfiauauney aﬁ"udﬂqﬂmusaumsmwaauimﬂﬁwamsfmaaﬁoi’uﬂs:mﬂ
Uszmienedidannsefing
22 nsdifudiugniugeinedwsana AuAadasfiianasiusennasgumIHiasaamaniniiues
A5msTia lumINGALN GMP W38 GMP/PICs (Pharmaceutical Inspection Co-operation Science) laemuagnu
PIC/S participating authorities atuanga awsauminsaaseulasinanissusesiisiutzmmlsznianan
Bildnnseilind nIeenyaseadw ududnad
3. tanmiqmn'\wmmmﬁmuaﬁm (Fnwinnana)
3.1 wamaaTTianzinmnwkianiendiTagUuewinia (Certification of analysis of Finished product) 1w
mjuﬁauﬁm‘i’aama
3.2 HAMIATIVIATIERAMNIWIARAUBIRIINEETY (Certification of analysis of Drug substance) Al
msmﬁmmiuﬁdmﬁmﬁaﬂﬁaw{amaogmammuaz;jwﬁwi’mqﬁu
3.3 lanansniananguiutunnuduiusizwiiunsniauasiagiurasdiendan (Drug substance)
78 3.2 ﬁ'u;'umswﬁmmaw'ﬁmﬁ’mﬁmﬁ’uﬁagﬁ (Finished product) 1ia 3.1
3.4 lunsditunadougnaninnnii 2 § axdasfidummwdnonanséine Long term stability aufitu
wudnlunzfougaunuaas wazldfumsasuasusasenanngidunsasnivn
3.5 lunsdidunzifougnuiesni 2 9 axdasddnnndnenanisansnNAIRI IR
wadulunsdougauand wazldsumssswasusesanansngisiunaasniem
3.6 Wasnmdueniidesazmoriould dosunLIONEIUIAIATINAITIVEINMIBRAINITAZANY UaziTaTnd

v
L g o o

% 4 v o A pa al Y ~ & o @
ﬂ?ﬂmiu’]ﬂW\N']:ﬁllmll'ﬁﬂL’U'\ﬂﬂ@nU'\W&ﬂuﬂ?'\&ﬂ’ﬂum%ﬁl’ﬁﬂuaﬂ?ﬂ LAZADILRAITNURELBUATIRONNRBINY

Jayalwananyiiium
<
............................ e Dy UIRTIUANTINMNT
(wpd1aad NadITID) o
' o &%’W
(29%a) ATINNNS (RN L) vt N3NNI
(W19si yavI) (WHENTEUET IBBfan)

m’nﬁZlﬂum'sﬁh‘mﬁBsﬂZsﬁo



4. Aa819e
4.1 fisuavan dassiciagvenaeiay 3 wipuIaiu Faduaunuusasnoasioaldnsudis
muﬁﬁmu@luﬁ”’rﬁaqmauu“ﬁﬁ"’svlﬂﬁwﬁu
5. msﬂszﬁ'uqmmwmﬁaiauan (wanagtanaIsn1ITuLlsznn)
5.1 mﬁdwauﬁ’aoﬁmq’[ﬁ@“’[ﬂﬁaﬂn’h 1 9 swaniuseuay
5.2 mnm’mﬁdmau a:ﬁaaaaﬁmmmwmUlU%’usaowamsmaﬁmﬁ:ﬁmjuﬁe'mua'u
53 ns:ﬁﬁmumﬂ’ﬁmsﬁwmizﬁué”;azhamﬁdwamﬁadsmw%msw:ﬁqmmw AUITTNNTEYRIIRE
Sagvaniatng Tﬂzlgl’mUﬁ]:@i”aodamLﬁuﬁnmuﬁwmuﬁummwmsdwsm%mﬁ:ﬁua:Lﬂupﬁuﬁmau
m’l;’ﬁihﬂ'ﬁltﬁ'm"ﬁaalumsmaﬁmﬁ:ﬁqmmw nszﬁﬁwudwm"LsJ'Lﬂu"Lﬂmanmﬁ’nwmzmww: AUIBIIBNITUD
FIRENT ITURITBNMTIEUE TININAINENITaY ;jmmta:/%?agwﬁﬂluﬂ%@iavlﬂ
5.4 ;jmm:ﬁaﬁuLﬂﬁauml,fiam'lné”wmmq wialaiamadausnmudindsznisla g neutmualaslis
Fowly
6. Alana31a1 (A21) Bunsanlisnidndyainanasuiuwe Faih
6.1 nsrﬁwamseﬁmsm‘?mﬁzﬁmﬁmnnsu%ﬂmmam?msuwwqtﬂaﬂﬂu"[ﬂmummg’mﬁaﬁmm
6.2 NIOINAAN TN, m"ﬁﬁﬂf‘:gnﬁumﬁuﬁumnﬁ aseanalagfinNuAMEnIIIMIIWRZEN Tugaananuad
fyynadouzany
6.3 m:ﬁwuﬂytqummwmnw§mﬁmfn‘°7‘imadwa@iaﬂszﬁﬂ%mLLa:mwﬂaa@ﬁ'miapjﬂ’aUﬁ'l@”%'um
7. ﬂmmwms’uammﬁﬂﬂ&i{uﬁmsmNﬁmﬁmsﬁmﬁﬁﬁs:fﬁgnL'%UnLﬁuﬁuI@Uﬁﬂﬁnmuﬂmznsmms
msuazenluszeziian 1 dhewiudszmedszniemansidnnsafing

NANBIAR 9989

1 = The United States Pharmacopoeia 38

N3N

Wil yaInT) (WHENTAUDT lrefan)

wﬁqﬁamumﬁ‘hqa?iam/zsso



v
[ (%) ¥ I3
i’lﬂazlsﬂﬂqmanum:mwntmnfﬁmanmimiaﬂ%an‘ﬁnm‘nm
\ann B31/2560
s8N 2 Meropenem 1 gm for injection

[ a -t
aadszmeadaninguanesi - [ 4., 72560

1. Ban Meropenem 1 gm for injection

2. amantian

2.1 3w ussnnaanidedinn Snndes dnsbiammasaiiaad

2.2 gwsznay Usznaudiadasn Meropenem 1 gm bu 1 Vial

2.3 MTULUITY ussq'lwu’mussa;mﬁﬂﬂﬁﬂmm‘ﬁa

2.4 a8 - szq%am HIUUIZNUMLEAYUITA VLTI TUKER i’uz?vumq wwafinde wanadon
@suen uaﬁﬁmnﬁu%“nmﬂ']‘l’j”aziwﬁ'ﬂl,auuumsqﬁmfﬂ

- UWNTUSUTIIEN adwaﬁauﬁaﬁ:ﬁam WiaTamIm e FIULTENaULATTUIRA UL

289t LAUTHER i’uﬁuumq‘li’ﬁﬂmu

3. aMANUANINAKA

Namim'sﬁmﬁzﬁqmnﬂwLﬁuvl,ﬂm&l Finished product specification W&z Drug substance specification 7
SBInnINaTd UL Foldranafoudediniun e nsTuMIaTMATUAL BN NIENTWETIIUY i
indrdruiildsnidedanduasvfifisurimielniniunaspundsdiiuladisunils awilszmeansznsag
FBIUEY 304 YA W.A.2556 8ITURA 11 WU N.4.2556 (aoﬂs:mﬂ‘luﬂ’nﬁamgkwnm"i’uﬁ 10 inwow

.  aed o aa
2556) N3t WiinurhlWiudueasRianasannssunsszmenann

3.1 Finish product specificationm

Test item usP 38
1. S mdrendagy 90.0 - 120.0% of the L.A. of Meropenem
2. |dentification AN
3. Bacterial endotoxins NMT 0.125 USP Endotoxin U/mg
4. Sterility AIIVHU
5. Uniformity of dosage units ATV
6. pH 73-83
7. Loss on drying 9.0% - 12.0%
8. Constituted solution AT
9. Particulate matter ATIINI
- w@ = 10 um L3itfin 6,000/container
- W@ 2 25 um LilAiv 600/container
10. Content of sodium 80 - 120% of the L.A of sodium
11. Impurities - Meropenem impurity | : NMT 0.8%
- Meropenem impurity Il : NMT 0.6%
TR G12) N N tsmunmnITans
- (Wesass  ANdITIT) Q
’
R 1) WO - S NTIUNIT ICR ) A — NITNMT
(wniph yasn) (WREMTEUET l1ofan)
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3.2 Drug substance specification : Meropenem

(1)

. Chromatographic purity

Test Item USP 38
1. YSnmemendngy 98.0 - 101.0% of Meropenem (Calculated on the anhydrous basis)
2. Identification ATV
3. Specific rotation 17° to -21°
4. pH 40-6.0
5. Water 11.4% - 13.4%
6. Residue on ignition NMT 0.1%
7. Heavy metals NMT 0.001%
8. Limit of acetone NMT 0.05%
9

- Any of two major impurities : NMT 0.3% (Calculated on the anhydrous basis)
- Any other impurity : NMT 0.1% (Calculated on the anhydrous basis)
- Sum of all such other impurities : NMT 0.3%

10. Sterility

AT

11. Bacterial endotoxins

NMT 0.125 USP Endotoxin U/mg
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