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© | Iron NMTLsn ppm
o | Heavy metals NMT o.coe%, based on the amount of
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& | Particulate matter |
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o | Aluminum The fluorescence of the Sample

solution does not exceed that of the

Standard solution (0.6 ppm)

; Arsenic : » ' Not more than & ppm N
Barium Any opalescence in the test solution
is not more intense than that in the

' reference solution

Ferrocyanldes a3  No blue color develops in @0 min.
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, Sample solution is not more intense
‘ than that from the Standard solution
| (NMT o ppm)

Limit of bromides - The absorbance of the Sample

| ; solution is not greater than that of the
7 ' Standard solution (NMT @oo ppm)
' Limit of phosphates } Any color in the Sample solution is
| ' not more intense than that in the

‘ Standard solution

| . (NMTlo¢ ppm)

ijLimit of potassium : ‘ ‘ Not more than &oo ppm
Magnesium and alkaline earth metals The volume of o.0e M edetate

|  disodium consumed in the second
, titration does not exceed v.& ml
| | (NMT @00 ppm, calculated as Ca)
Nitrites Absorbance is NMT o.ce

Sulfate [ Any opalescence produced in the

Sample solution
 after & min standing is NMT that

; | produced in
E

| ) | the Standard solution (woo ppm)
@ | Specific test : | o .
' Appearance of solution ' Solution clear and colorless }
; Acidity or alkalinity [ NMT o.& mL of o.0e N hydrochloric
‘ ' acid or o.oe N sodium hydroxide is
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1 Loss on drying ' NMT o.&%
& f»Sterility test ,_ Sterile »
o | Bacterial Endotoxin Test ' NMT o.& USP Endotoxin Unit/mL

NUYLNG
- * 9299 Dissolution, Content uniformity waz Uniformity of dosage units Tiuuutenans
a a ¢ av Yy v a g o
UAMIINBALIBEANANIINTINIATIEY Mndllaudessasideaiidusiias3luly COA
ad a v L a ¢ v
- NIUNIANZLTYUUIINITIY (waive)  AISATIvEDUTIATIEYSInISTe TWiunanonans
wangusananlasueyice

o L
ALY 1 ] o

2

x’ )
....................................... Usesunssunis Nﬂiiuﬂ’ﬁ m‘ e . AIUNNT
+

@

(Weuyey nodl) (W9aM935h yuenSn) (WansusY Wenea)

v

[y

AANYSLANIZYDIYT o.c% Sodium chloride Solution @ocoo ML M1 /o



- Drug substance specification ﬁmsmmrﬂ.‘u%Lﬂﬁ"ﬁmaqﬁwﬁm drug substance %39 lu
dl.ﬂsw drug substance vegnane NI a'uu'lﬂa'uwua ‘U\mﬂ’limi'ﬁ]’ll.ﬂ'i’luWﬂiUVIﬂ
vdefitvue
& Woulvdug
Jlauasindesdudiunnwensionans wsauaamauwasvsaaLanmﬂﬂawumuw swauBundiil
&o Lanmimﬂmsuauzywm**uumL'Uaumsummamwma’luﬂsummiwa wazdum (declare)
UNEINER
¢.0.0 Tudfymstunadeus$ue 18ur veo ne.m . wio bl wdusnsd]
¢.o.0.0 lunsdndusikdslulsemealng meo)
&.0.0.0 lunsdfiduniinduieutsussgluysanelng (e.m)
&.0.0.m ‘lunitﬁﬁ‘vﬁumﬁﬁwﬁaﬁaLﬁmwmnshws LA (Y.<)
&.olo Tubetunsidoy Mt.o 30 8.0 vosEilauesian wiouswazduaiidenisaunu
ﬂﬂJﬂ'}W‘lJadNamnm%mumuﬂ“L‘UEJu (finished product specification) LLa"mamwumﬂmmw
VBNINGAU (drug substance specification) nimwastmwmsmaauuﬂmuﬁ‘l‘ummmu
Avauuena1sn1sveusly (8.¢) um¥en finished product specification wag/use
drug substance specification lagvaunluneuiuusenialseninsimdidnnseiinduas
Liviu o U Yudsemausemasadidnnseiind
&lo 1BNATTUTRWINTFIUNINEREN
¢lo.o nitlgmdnlulsealng duandesdiionarsiusennasgunisuaneinumdninast
wagIBnINRlunISHERET PIC/S (Pharmaceutical Inspection Co-operation Scheme) lng
MU PIC/S participating authorities %38 :uL’e)ﬂmﬁmmmmiﬁ’lumiwaGltnmu
wanmmmuansmsww’lumwamawaamunmuﬂmvniiumsmmiLLa Y87 NTLINI
asnsngy Ferimuniulasinudenndeuasiadieutundninas; wagisnsialunisuan
61 PIC/S lunmangliauevie aduarganuseunsnsIvaey lnsiinan1suseadiely
Uszmalsznmansmdidnnseiingd
&lolo ndiiiusindrainssUseng & AHAnABalleNaIuTBIINTFIUNTHARE MY
waninaeikazIsNsfialunswanen PIC/S  (Pharmaceutical Inspection Co-operation
Scheme) laevuaea1u PIC/S participating authorities avuaganusaumInsIvdeulneil
wams'susammuﬂssmﬂﬂszmmwmaLanwsauna W3008Ra0ATN WAIUANTE]
& LBNANIAMNMTBIETlAUDTIAN
&.n.0 HANMINTIVUATREAUN MHERT9iEEISIUvRHAR (certificate of analysis of
finished product) lugnguiidadusieg
&l Namim?mLﬂi'l.,vrﬂmmmmnﬂ‘U‘U’a\‘immmﬂfy (certificate of analysis of drug
substance) mﬂumswammsuwmmumamqmwmwwammuauwwammnmu

Y
....................................... UsEsunssums .............Q.......................nisums SN 19 [ NV e
(Wwsyey noad) (W9a93¥NU YuenSn) (Unansusy evos)

v

AIANYAIZIANIZYBIL 0.e% Sodium chloride Solution @coo mL M &/



&.an.o LonAIMTEMENgIUBuSUmMENTUSSTniunsHAnves TngRuTRITIend Ay
(drug substance) 9o ¢.m.lo fujuMInAnvOMAATITEFUTIFU (finished product) Te
&.n.@
€.« HAN15ANY long term  stability nasmYIeIgvesETiTUNzTEuliRud TNy
ARIENSTUNITOMNMTUAZEN NSENTNASITUAY nsditunslouennnnii o
&.a.& mngrauslilysrduuuy (Original ~ drugs)  Aevdinfedauaninisnaasy
Bioequivalence fiiauaiusuiiisufugndunuy lneIsnsAnwdeadulumundninasivay
LU Uilumsfnun@rauyavesenatyvesdrinaiuausnssunisemisuasen
NIENTNABITUGY

&.& MDY
¢eo HauasIm (v18) Aosdeineg 981881908 o MguTIYAn Fadusunuuans
ﬁﬂazLaam‘lmﬂsumumuwmwum'lummaﬂmauummlﬂ‘u’nmu Taglvinanuans s nguay
wndYnssn (UUImsAde LAz Tssmeunauiasniy

&.& MmsUsziununmenTidey
&&o mﬁémauﬁaaﬁma’lﬂﬁ‘lﬁﬁaandﬂ ® U o Wou dunniudweu
&l mwmamwamau ﬁwmaqaqmmwmwma‘lnsusawamimamLﬂiﬁvwmiuwamau
&&am nsmwmaswmsmmsaumamamwamamwaaqmamLﬂswvwﬂmmw iy
swmsIsvimilsdeSeswediiedns Ineiauesian (§u1e) sxdesdeeiudnausaudiviae
IYMIANTVINATIE vma~LUumuwm‘uaum'l‘umwLnm*um'lumsmsamLﬂswuwﬂmmw nsed
VIWU’J’]EJ’ﬂiJLUUI‘LJGﬂJJﬂmﬂﬂUﬂJuLQW’]u vnneJswmi'uaanuawﬁlmuwmsmmstauaswm
g1INavelaue I (ue) uas/v3enanlunsisoly
&.&.a fauaan (§ue) %mas‘uvﬂaaummam’lnawmma vidauloiinnisidonannine
Usznslag neurwualaglufideuly
&.&.& flauesia ({ue) AISIlsEUUInAEIMUENN OISR TUNMS s LaENSNTE a8
Good Storage Practice/ Good Distribution Practice (GSD/GDP) lasumssuseannsg
Good Storage Practice/Good Distribution Practices (Certificate of GDSP)
¢.&o fiauesa ({ue) Buseninrlimiesunsteseiafioatuinnendammaniss
yniudygiudiaussna (§une) Wuvdediaussian (fwe) eduidsniou
WBWR : U8 E.do, E&l, E&a, E&C, E.EE LAY E.&b Jlauesindesdunanmlde
Fuseq wsauaamaua%asmmLanmﬂﬂawnmuw

&b msamana:yzy'] Hlauasm (&ve) guganlvienidndygrneufvun ai
&o.6 nsmwswmsﬂmnmﬂaanmnumﬁnm‘uaﬂsawsnma
&.5.lo NSENANIHUNTITIATITRENT] lnensuinermansnisunndvieviosujoinisild
WP ISO/IEC ewlolod namM3AiaTe vlidulumusnesgrutermualulssmedssmasan
&o.m nsmwamnmawumunmsanmUﬂumfmaammm‘[ﬂamummﬂmunssumsmmiuav
elutsnavesdygresdoazune

& 190U ] & 1

....................................... Use51unssung O (IR PRt A [ m&[\ﬂiiuﬂ’li

(Wenyey vead) (WNa93inl yuegn) (WA WWeney)

3

AMGNYALIAWIZYBIE 0.0% Sodium chloride Solution ecoo mL i &/o



¢.o.« nsdnulgmauamanuindusinesdwareUssavsnauazuaranulasndess
Uaeildsuen
e : 4o &o.0, &b, Eo.m Uar &o.« fauemdsiduuanimiiioduses niox
aamaﬁa%'a%’usaatanawsiﬂasgﬁéﬂuw
&0l wu'aﬂswmwaa\nuﬁwélu'%‘uﬁaWimwﬁmﬁ’m‘ﬂmﬁﬁﬂszﬁ'ﬁgﬂL'%'ﬂmﬁuﬁu‘[ﬂaﬁﬁﬂ’mm
AUENITIINTEMSLAsNUTEEENA o Unoutuusemaussmanadidnnseing

e /
....... .‘.’.{.............................Ussﬁwunssums SCSNE LN Y1t SR N 8 VO et
(WYY M) (WaNg3imd yuense) (Wsansus WWeves)

ANGNYZIANIZYBIEN 0.c% Sodium chloride Solution eooo ML W b/





