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v ' v 

11fl1~L ~:1.J;ff 'U'11m1m~ n1vi'U~ 11l. "U'1ruru1~1CJ zj-:i~ '1~'ll1CJ\91fl"-:i1 'IX~'1~tmXm~'U f11tJ-rtJLL"~11fl1~L ~:i.J;ff 'U 
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~ u u 
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f:11~'1~"tl1CJ hJtJfi'U~~1:wiqiqi1iaV1i!-:iia LV1~1CJLVI~ LV! 1 fl~1:W '1\Jb lJm VI~ L ~LfiVIPl11:Wb~CJV11 CJLUl 

er'1~tmL6l1 er'1~"tl1CJ~B\1'1JV! Lotlfl1b~CJVl1 CJL ~bbrler'1~ta 1viCJitJL~\l.fl1CJL tJn1VltJV! QlO 1i..i U'ULbvllt.1~1~-ru u u u 
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LL'1\1'11rn.J'1~611a 
u 
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1 i..imru~i1L Vl~G1vi1iCJ Vl~m VI~ 1vi 6) 5i..iL ~a-:i1.11'11nm1:w~viV1~am1:wun-w~a-:i"tJa.:i~1CJer'1~ta , , , I \I 
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"tJa"viV1~a-:ivifi1tJ-ru 1~ LVlCJ'1 ~~ a-:i LL ~-:i b Vl~Vl~a'Wn~ m1ru ~.:i mi 11'W~a:w VI" mi1i..i L lli..iV1ir-:i~a 1 ~er'1 ~~a 

, 
9

J cU \I 

V111umCJLt.1 @)er 1i..i iruLLvlltJ~LVlmTi..iii..iG1vi".:i 
' ' 

t:11 ~'1~"tJ1CJ hJtJfiu~1 ~L lli..i 1tJm:wm1:w1 i..i111P1V1i!-:i 1 ~~a11~'1~"ll1CJ1~G1"~~'Vl~L~CJn~a.:i 1 i..im1~ 
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\I di \I \I 

m1"tJCJ1CJ b 1"1v\'1 m1~1:wiqi qi1 L vJa" V!V1~a-:ivifi1tJfo~1:w111P1V1i!-:ia~ 1 i..i~"~'Ll'1"lla-:i ~'1~ta~'1 ~ 
Vi'111ru1 

;Jr:i @er. m-at<tiL'irJL'VIV 

f:11~\l"tl B\1~'1~~ a-:ii."1-:i:wa'U L ~ bbrler'1~~am:wirun11-d'b lJtJ~\l"tleJ\I~ er'1~"tl1CJ~ a-:ii-:iVl~at.11 b i1:W1'11n 
\I IUD~ \I 

~1-:itJ1~L 'V1131 LL"~~-:i"tJa-:it!i..i~a-:i'l11L -V1m 1vivV11-:iL~a 1m~t.1'Vl1\lb~m~a~i1L~a1 'VICJ L~i..ia~ LL"~G111.111'1 
u 

1~u~n11-ru"tJi..i1~~1:w~-r~:wi..i~~11n11n1~'Vl11-:iP1:wt.11P1:wtJ1~n1!3ln1V1i..ivi er'1~"tJ1CJ~a-:i~vin111~~.:i"tJa-:i 
Q u 

~-:in~11u11vin 1viv L~a 1 'VICJ Vl~m~a~i1i'i'Vl5L"lii..iL~mnu L~a 1 'VICJ'11nvl1-:itJ1~L 'Vll3l:w1 E1'-:itJ1~L 'Vll311 'VICJ L 1't.1Lb~ 
'1~1~-ru ai..in 1 1~'11n~1ir n -:i 1i..i Pl ru~ m1:wm 1'1-:iLG1~:wm1'W 1ru'll CJ i..i11riai..iu11V1 n"ll a-:it!i..i"-:i L ~a 5i..i ~m-u L~a 

'•t: ' 

1 'VICJ Vl~m llt.1"tJa-:i~-r~:wi..i~~11m1m~'Vl11-:iP1:wt.11P1:wtJ1~ml31CJm1'i..i 1~u11'Vln1vim~a5i..i 1~ ~-:id 1il11m1 
Q ' 

i-:iV1~ai-:ita~-:i"tJa-:i~.:in~11'11nvi1-:itJ1~L'Vll31Lllt.1LL'U'U La'VJ1a'u, 'lhawm{ 'lilma'VJ Vl~mLuu5i..i1vi 
1 i..im1'1-:i:wa'U~\l"tl eJ\I m:wirun 111 ~bbrler'1~~a t:11~\l"tleJ\lt!m llt.1~\l"tleJ\I~ 1:W1111°'1Vlil-:i er'1~"tl1CJ IUllJ~ \I \I 

'1~~a-:i'1.:i:wau1um1'1-:i ( Bill of Lading) V1~a~1Lt.111u~11'1-:i~1V1fo"tJa-:it!i..izj.:iLbG1vi-:i111~u11vin:w11vim~a 
1 'VI CJ Vl~m~a~i1~'Vl5L-dm~ CJ1 nu L~a 1'VICJ1 ~ Lbner'1 ~ta'W~a:wnu m1'1-:i:wau~-:i"tJa-:i~1 CJ 

u 
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1 'Umruvi~.:!"1Je:J.:l~.:ln"'11 hJ1~'lJ11'Vlff'11n~h.:itJ1~L 'Vll"ll.11 V.:!tl1~ L'Vll"11'VlCJ1~m~e:J 1 'VlCJ V!~e:J L~e:J~ii~'Vlfi 
' 

L "li'UL~m nu L~e:i 1 'VlCJ ~lil~"ll1CJ~e:i.:i~.:i:i.Je:iuvt'1 mi1'Uzj.:i LL 6'1~.:1111~-ru e:J'U ru1{9tlil 1n'11i! n.:11'U riru~ m1:1.Jm1~.:i L?f~:i.J 
\I 41 .. .., 

m1vnru"1JCJ'U11l. '\Xu11'Vl n"Ue:i.:i 1~ CJ L~e:J~'U 1~ vt~e:ivt6"ln:o1'Uzj.:i LL?f~.:1111~"1111~1°11011:1.JL UCJ:i.JYiLl"l~ L ~e:i.:ilil1n ' ... 
f111 hi'lJ11'Vl n"lJe:J.:i 1~m~e:J 1 'VlCJ(911:1.J nnvt:l.J1 CJ11~1 CJ f111~.:I L?f~:l.J'V'l1ru"ll CJ'U11 LL~1e:J ~1.:11~e:J~1.:IV!~.:ILLfl~lil~~e:J~1 CJ • ':.J v 

1 'U mru~~lil ~"ll 1CJ hJ~.:l:l.Je:J'lJV!6"i' n :01'Ue:J ~1.:11~ e:J~1.:IV!~.:1~.:ln"'111 'U111fl?f e:J.:lsU1.:l~'U 1 '\XLLfl~lil ~~e:J 
v "' v 

LLvi"1~"1le:i~.:1:1.Je:iu~.:i"1le:i.:i~.:in"'111'tX~lil~~e:ine:i'U 1~CJV'.:i1iifo"1111~L~'U1°11~.:1"1Je:i.:i~lil~~e:iii~'Vl5-ru~.:i"1Je:i.:i~.:in"'11 v v 
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/ fllW~n'~ru::Lnw1::"lleJ.:Ja1 Dextrose5% WNin Sodium/chloride 0.45% WNlnjection 1,000 ml • 

Dextrose 5% WN in Sodium chloride 0.45% WN Injection 1,000 ml 

2. fllWff2Jllii~1ltJ • 
2.1 itJLL'IJ'IJ bU'U'11':i'1t'11vtl':i1l31~1m~eJ 1'1 hlii~ 611V1~tJol'!L-b'1V1'1eJl'lb~eJl'!~1 
2.2 a1'Utl':itneJ'IJ tl':itneJtJ~1v~1m Dextrose 5% WN bb'1t Sodium chloride 0.45% WN tl~:W1~':i 

1,000 ml 

Lb'1t 1l.Jii antimicrobial agents bU'Ua1utl':itneJ'IJ 

2.3 fl1"!l'Ut'IJ':i':i~ 'IJ':i':i~ 1 Wl1"!l'Ut'IJ':i':i~ ~101'1U':i1131 b ~eJ Lb 'IJ'IJV'l'11'1&i n611V1~'1J b otll°'l~-:1 b~V1 
2.4 u'11n 'IJ'U'IJ':i':i~.fi'ru'1Lb'1tfl1"!l'Ut'IJ':i':i~~61:We°r'1E.n ':it'UzjeJE.n a1'UU':itneJ'IJ~1En'111'1n1 bb'1t q , , ID~ 

Q/Q ... 

3. fl DUJaJ\J Pl 'Yl 1.:J L'Yl fl 'Y fl 

e.mm':i~':i1~1L1°1':i1t,..;-flruJl1V'lbU'Ubtl~1:w Finished product specification LL'1t Drug substance 

specification ~a1.:1B.:1~1 n L.n '1"ll~1 ~'UtnJ'IJ L~ ~1 nu zj.:i 1~~ l'l'Vlt bu ~u\11 eJG11tl' n.:11u l°'lrutn':i':i:W n1':i€11'Vf1 ':i 

LL'1t v1 n ':it'Vl':i1 .:1'1101':iru'\"1.1 ~-:iif Lm1'"!l~1f tJ~t-tla1-:iB-:i~eJ-:i L U'UuUtJ~ L VivtJ L v11V1~e:i 1 mJn11 n':iru1l.J 

L Vi~tJ L v11 LLl1i L U'U 1 tl~1:wtl':itml31mt'Vl':i1-:i'1101':iru'1"1.1 L~eJ-:i ':it'll ~1':i1 ~11 'IX~u ntJ 1'1'1 v-W'U~"l.leJ-:11°1 rut m':i:u m':i 
' ' ' 

tl':itn11'l':i11°11E.J1 

3 1 F' . h d t 'fr f (l),(2) .mis pro uc spec1 1ca ion 

Q/Q ... fl Wff 11\JPl'Yl1.:J L 'Ylfl'Ufl USP 35 BP 2013 

1. tl~mru~1m'111'1qi 95.0 - 105.0% LA. of Dextrose 95.0 - 105.0% LA. of 

95.0 - 105.0% LA. of Sodium Dextrose 

chloride 95.0 - 105.0% LA. of Sodium 

chloride 

2. Identification ' ' 
~':i1~e.J1'U ~':i1~e.J1'U 

3. Bacterial endotoxins NMT 10.0 USP Endotoxin NMT 0.25 IU per ml 

Units per g of dextrose 

4. pH 3.2 - 6.5 3.5 - 6.5 

5. Limit of 5-hydroxymethyl NMT 0.25 NMT 0.25 

furfural and related substances 

6. Sterility ' ' 
~':i1~e.J1'U ~':i1~e.J1'U 

~St ~{1 
lf "'... ... ... M"1't11/TIUfl11't114'1flil't1804/2559 • 



7. Particulate matter 
I I 

lWrJ~t:JTW l?l11~t:J1'W 

- "ll'W1~ L 10 µm hlLn'W 25 

'1'W.fl1~/ml • 
- "ll'W1~ L 25 µm hiLn'W 3 

ei11m~/ml 

8. Volume in container 
I I 

l?l11~t:J1'W l?))'J~t:J1'W 

3.2 Drug substance specification 

.,... ... 
USP 35 BP 2013 fl Wfl11'U~'Vl1~ L 'Vlfl'Ufl 

1. Identification test 
I I 

l?l11~t:J1'W m1~t:J1'W 

2. Color of solution Clear Clear 

3. Specific rotation +52.6° to +53.2° +52.5° to +53.3° 

4. Acidity 
I I 

l?l11~t:.l1'W l?))'J~t:J1'W 

fl Wfl11,m'V11~ L 'VI flil ft USP 35 BP 2013 

5. Water - Hydrous form loses 7.0 - 9.5% 

between 7.5% and 9.5% of 

its weight 

- Anhydrous form loses NMT 

0.5% of its weight 

6. Residue on ignition NMT 0.1% -

7. Chloride NMT 0.018% NMT 125 ppm 

8. Sulfate NMT 0.025% NMT 200 ppm 

9. Arsenic NMT 1 ppm NMT 1 ppm 

10. Heavy metal NMT 5 ppm -

11. Oextrin 
I I 

l?l11~t:J1'W m1~t:J1'W 

12. Soluble starch,sulfites 
I 

- Sulfites : NMT 15 ppm l?l11~t:J1'W 

- Soluble starch : l?l11~~1'W 

- Foreign sugars : l?l11~~1'W 

13. Sulfated ash - NMT 0.1% 

14. Lead - NMT 0.5 ppm 

15. Calcium - NMT 200 ppm 

16. Barium 
I 

- m1~t:J1'W 

3 2 2 S d. hl 'd (l),(Z) . . o rum c on e 
.,... ... 

f)Wfl11'U~'Vl1~ L 'Vlft1.lfl USP 35 BP 2013 

1. 'l.l~111rul'i'1Emh•)qi 99.0% - 100.5% of NaCl (on 99.0% - 100.5% of NaCl (on 

dried basis) dried basis) 

2. Identification 
I I 

l?l11~t:J1'W l?))'J~t:J1'W 



3. Appearance of solution 

4. Acidity or alkalinity 

5. Bromides 

6. Ferrocyanides 

7. Iodides 

8. Nitrites 

9. Phosphates 

10. Sulfates 

11. Aluminium 

12. Arsenic 

13. Barium 

14. Iron 

15. Magnesium and alkaline-

earth metals 

16. Heavy metals 

17. Loss on drying 

18. Bacterial endotoxins 

19. Potassium 

"" 1 "" L~ey "lJEl'U!I 

Clear and colorless Clear and colorless 

(?lc.i'l"il~TU 
I 

(?l<,j'J"i)i:.J1'U 

NMT 100 ppm Maximum 100 ppm 
I 

\Jl11"il~1'U (?)11"ili:.J1'U 
I I 

(?)11"ili:.J1'U (?)11"ili:.J1'U 

NMT 0.01 
I 

\Jl11"ili:.J1'U 

NMT 25 ppm Maximum 25 ppm 

NMT 200 ppm Maximum 200 ppm 

NMT 0.2 ppm Maximum 0.2 ppm 

NMT 1 ppm Maximum 1 ppm 
I I 

(?)11"ili:.J1'U {?)1'J"iJi:.J1'U 

NMT 2 ppm Maximum 2 ppm 

NMT 100 ppm Maximum 100 ppm 

NMT 5 ppm Maximum 5 ppm 

NMT 0.5% Maximum 0.5 % 

NMT 0.5 USP EU/ml Less than 5 IU/g 

NMT 500 ppm NMT 500 ppm 

1. a1L'U1.fl1'Wcl1Vbtln6111f111b~ftJtJ"~1(?l~'U'Vl~b{jEJ'U~1ftJV1b~tllilTVl'l.hVL'UU1~b'V113lb'VlEJ mi~a1Lb~.:I 
(declare) 

bbV!~.:!i:.J~(?l 

i.1 lua1f"i'~m1~'U'Vl~Ltiv'U~1fum ('Vlv.2 'Vlv.3 'Vlv.4 LL'11LLIJlmru) 

1.1.1 1 'Umru~L .lJ'Um~i:..i~l'l L 'Ut11~L'Vll31L 'Vlv vi~1v5.:i 'Vlv.2 
'l "'.,j ~I 0 " ..i I .,. 

1.1.2 b'Ufi1f11'Vlbu'UE11'U1L"!.11L'Wtlf111Lbti.:itJ11"il vimvt1.:i 'VlV.3 • 
'l "'.JiJa 0 II I tJ 4 1.1.3 b'Ufi1'1.l'Vlb 'UEJ1'U1b"1J1"il1n(?l1.:I 1~b'V1131 V!~1Vfl.:I 'VlEJ.4 

fl O 3 .c:il .J II .:ii CV 11 

1.2 btlPl16!.ltl6!.l'U'Vl~btJEJ'UEJ1 'VlEJ.1/EJ. l 6!.ltl.:IV1'Vlb'1'Utl'a1Pl1 'W1tl~11Vfl~btlV~V!16!.ltlf111Pl'ltJPl~PIUJJ11'W6!.ltl.:I • • 

.,j.f "' 
(?)1~'Vl"!.l'U'Vl~LtJV'U (finished product specification) LLri~-De:in1vt'U~filt11i11'W"!.ltl.:ll(?l~~tJ (drug 

substance specification) mru~mh~vt-J1.:im1LtJ~EJ'UbbU'1.:ILLm"!.IL~~b~~ "il~~tl.:!Lb'Utlbtln'111a1L'U1 
'U 

.fl1'Wcl1Vf1116!.lmLm"!.I (V.5) ~1'W{e:i~ finished product specification Lbfl~/vt~e:i Drug substance 

specification fav"!.lmLm"!.lnt1'Ui''UtJ1~ml3ltJ1~m~11P11~L~n'Vl1t1iln'1 LLri~13.!Ln'U 2 tJ ru i''UtJ1~m131 
tJ·rnm~11P11~L~n'Vl1t1iln'1 



2. Lan~11~u1a~~1l?l1~1'Un11~~l?lv1 ... 
2.1 mru~a1~ill?lt'UtJ1::L'Vlf1b'Vlfl ~~~l?l~a~il6'11L'U1fl1'V'lci1V'Vli1~~a~U1B~~11?l1~1'Un11~~1?lml?l1~ 

., ' 'Vl'1mnru'flLL'1t 

15m1~m'Um1~~l?lm GMP-PIC/S V1~mVivrnvi1 "1rn~mt'Vl1'N~1511ru~"ll L'U'Vl~·wm1~L~'Ua"U1v uuu • 
ci1~~m~ • 

1aun11l?l11~~au1~vil~'1n11~u1a~5~1'Uu1tn1~u1tn1~11~1aL~nV11a~n~ 
2.2 n1ru~Ltl'UaTu1L.ij11\11nfi1~t11::L'Vlfl ~~~l?l~a~il6'11L'U1111'V'!ci1v'Vli1~~a~u1a~~1m~1'UnTm~l?lv1 v ... 

l?l1~'Vl~mnru'flLL'1t15m1~m'Um1~~1?lV1 GMP-PIC/S 'Vl~a US cGMP "llB~U1tL'Vl~~~~l?luUUci1~~ l?l1~ v • 

1aun11l?l11~~au1~vil~'1n11~u1a~5~1'Uu1tn1~u1tn1~11~1aL~nV11a~n~ 
3. Lan~11~ru111'V'!"Ua~m~L~'Ua11~1 (6'11L'U1il1'V'lci1v) • 

3.1 ~'1n111?l11~1L~11t-H~ru111'V'l~~1?1Ji'ru'fl"Ua~~~~l?l (Certification of analysis) L 'Um~'U~~~L lJ'U • v • 

~1mh~ 

3.2 ~'1n111?l11~1L~11t-H~ru111'V'l11?l'1~U"Ua~~1m6'11r\n1 (Druo substance) vhm'Um1~~1?lV1~'U~~~ 'I 't o~ ;::, 't 

LU'U~1B~1~ 
... 
QJ II- 11.-Q.I A 

'Vl~"Ua~~~'11?lV1LL'1t~~'1ml?l'1~U v v • 

3.31'Un1ru~'U'VltLUV'UV1~1~1nn-J1 2 tJ ~t~a~il6'11L'U1il1'V'lci1v~'1m1Pimn Long term stability 

l?l1~~~'UL ~~L~~ L 'U'VltL u V'UmmLL~~~ LL'1t 1~~um1'1~'U1~~u1a~ Lan~11~1 n~ile31'U1~"Ua~u~~'VI 
3.4 L'Umru~'U'VltLUV'UV1~1i1avn-J1 2 tJ ~t~a~il6'11L'U1111'V'!ci1v~'1m1Plm;1m1~~~~1"Ua~ml?l1~~ 

~'UL ~~L~~ L 'U'Vlt L UV'UV1~1LL~~~ LL'1t 1~~u m1'1~'U1~~u1a~Lan~11~1n~ile31'U1~"Ua~u~~'VI 
4. ~1a~1~m ~L~'Ua11~1 ~a~~~~1a~1~ma~1~i1av l V1'111vu11~Ji'ru'1 (1 ncia.:i) zj,:iLlJ'U~1LL'Vl'ULL~~~ v • 

11v'1t L~v~ 1~~1u'11'Ul?l1~~n1V1'U~ L 'U~1.Ua~ru~~~vi'11 u.U1~~'U • 
ol., .Jo "•I., 

5. m1u1tn'U~OJil1'V'IV1'Vl~~~au (LL~~~Lan~11m11uu1tn'U) • 
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