
hiVitillil- 14141/17114FI'liitl16643-1 

tratitionaurnr. 5% Dextrose in Water Injection turio 50 ml 

in 5% Dextrose in Water Injection tut-1M 50 ml (D-5-W) 

iraM41.114ii-Z1 

1. killt4nric2111 Ltu15Pr1tn.111gei2n1iv1vmat pyrogentirlira IiiavnlviaDMADMiltlInlimirgurfirmi 

Dextrose 59611.4111iiv1futoliti34tJ1eG1 4111-17-11G112114 USP AID BP 

2. fr17114:1.J111ultivituntisuzymiwkitSfiNOviijiQv Polyethylene vita Polypropylene grade 'riviiin.J119,Ergio 

ttrim 	50 ml tAii4041.40Mtirsjaitiithntititundi 100 	ml 	i,t4.5:1.iu'N (Closed system) 	flt911.119111i13-11VISLIMZ, 

W1341%16114TAVIAill ViltIlldth'141SILLINII I4t1mnu 

3. /9914 Ifitir4011001 /41viwilivili.witizin4fl Chlorobutyl vivBromobutyl intatormintil41s04 18 arINVE111114 

S.1114111q3-1 LIV:intl14chltiVillintlIMIG16161.1111V2 la.ittatittatflorrnalEmsitwitg,,,ITS flovromuviquviodeprincpv 

TA 

4. QW1115tIOD4'11:11UYI1'EY1 	'11,11..15.tfliEllJ6TrallifIGTEWO:',G1713-11.1,14 gildtith'01 irldlnIGIE'lfl LaTthael I.VIIVIZIOtralillEY11111 

OfilTifrIlit14111411qt14:115511 

qoasalimiLVIFIVin 

FIIMM1 /411.1"ii7114WIFIfiR 

lidentifiCatiOn 6157itAilld 

2.1111-11thAtIliclklj 

- Dextrose monohydrate 95.0-105.0% of the label amount of Dextrose monohydrate 

3.Appearrance of solution clear 

4.pH 3.2-6.5( in dilution less than 5.00% of dextrose) 

5.Hydroxymethylfurfural felITU1 /41114 

6.Bacterial endotoxin NMT 0.25IU/ ml 

7.sterility test 917M1214 

8.EXtraCtable Volume 215r1StAild 

9.Particular contamination 

-11142G1 	'10pin Mau 25 syreiml 

-trom 	251.1rn Otiu114 3.91tnifi/m1 

mrroirn.a 

10.Pyrogens test 0117ic411,1 

11.37M64111 TITILThirth1131/41141gligili'lleff'11/41'13•1 



LlpuTtiiul  

1. Otuiinsonliumaiun witn-ILLffmionvemansiu 

2. TI441MiStaRIEDIl41141115iblVIN1M15114111106141241D4fISMINV151150,1,1 (GMPVISO GMP/PICs) viioNumm 

Ltnwnvihru 

3. 1:014NblfrOdIllitChill4111ITISTEATE4i11111111,43461531114N'AV1114149491W1V1111134t1AQVAV11111114ZWW1gtifl 

ellig11111141 Nkfigerithrwiiink 114M-11,1,014lf3f1V111411211410:14911teflIgl1 NfIn.uumnitutn 

4. iit-AtistannImnitamviElDthlu I LIMN, 1^1iO3-4LIMP41,011V115V11-1S114 

5. til4VINGlinfrIlD1W19604191JADdErItg3-111iDtlfri'l 2 t traltlIn4*g43-1t11 INif33-1U141AVflW15TIPILA5ISLIth 

NbliM494711141BIT111Nb1446114(11J Lot. *401 

6. Tunittlyrmiticturintivieonstulternhat4buisepitinnuIvisnmvmingurnisivilvani1449iiti 

friiiinfwwwiniu ubivisiitliuPptoupiraiNivtaniiiraihmi, 

7. etrearliv4iimlitmwbatieriOtdimvn2nitimatirivium N'AmineviOraimonNtIvult Vi1LtIllit191111111 

rad4141t1Und914111 

8. cititrinlitlitittliMMOISitiMithvirnentfilnflralAtnadDtritflAnwmityleViNGin.IVIiinnOrnil 

101124N111IfittlfilV11491 



2 

h1)1111111R344111191146ISIOU410131 

flit4a11151111MQVilt 5% Dextrose in Water Injection v4'101100 ml 

5% Dextrose in Water Injection 1:1141G1 100 ml (D-5-W) 

101.11NUW1V1.1 

1. ‘ntithritiftll vn14011Z1ti1J11PitifaiiiiVitimt pyrogentga-Mg VitiVitili4111411aDVIthantIlzminoirlsgigui 

Dextrose 5%Tull'I1eitilV11£11-414101 WIN1-110151114 USP viiv BP 

2. 1111114:1J11/ 1J11/111114114114:',M1Vflif1MG1VMSYT'lkfl Polyethylene ¶1ii t3 Polypropylene grade illili1.111111El1ib1 

%WWI 100 ml tarlivaucivkinfiNtrithaeltasatinell 65 ml Lthastuutfl (Closed system) gV911.1flnIfiNigiliaz 

mantrinuDisi,nole4 

 

1juvauAD11,1114041miAilu 

3 	/MIN 1ntrachmtulfltigiihtP152:11)1S1 Chlorobutyl vilaBromobutyl 444samdaulltitiL1Th4 18 ithotantu 

Otlit'1414 LtatintniciplIthinIperisntoltimlitri titthAlltarM9171341JWOlfitIViVElti 091713-111114111149*Onif1nt4 

TA 

4 	faW1111;itie1a.ituY111Ell 44.1141J7znfltlirrniliwituLI,Vral713-11,1,11 rilSa4117141,13-1frialq LwArAsn vatvitAtnoilitutritri 

tnii4tTfrnrquuunitutult/ 

tumniknitniaCol 

Innominvniumtft 

1.Identification viloilPima 

2.tria42ntr1illifilj 

- Dextrose monohydrate 95.0-105.0% of the label amount of Dextrose monohydrate 

3.Appearrance of solution clear 

4.pH 3.2-6.5( in dilution less than 5.00% of dextrose) 

5.Hydroxymethylfurfural 9171,r4m4 

6.Bacterial endotoxin NMT 0.25IU/ ml 

7.sterility test onfrir-im4 

8.Extractable Volume c+iIrrnirntt 

9.Particular contamination 

--111061 	'10},im ailfild 25 inisrmi/m1 

-7114101 	251.irn OT3-10u 3itnimA/m1 

DISQ9c1114 

10.Pyrogens test 9111M1114 

ii.visaiiecisei IMiitilmiNtsAscirtiutitiiiill'ill 



Slitifither 

1. OtuTU10411111171411:3thlUtfl IliONI.LVOILMV1514113114 

2. TI4421.ANblAtl4r41141111411.11e1N1615211.41111GAMItilD4fISZYMCWItiltIdTil (GMP1,119 GMP/PICs) yuiaNuvom 

vanwilv4t-isiu 

3. LiuNbatirrifttAphunglidulpltp.i+nTrinanms-naNbilitutsivivivinsswilAgtatals-ritruriviriain 

N'Aciatutlligt-intta v‘rioNavvi4LanwilviArnatatbnituAtnii 34tn.uwyrisunntl 

4. AedliStamilmnituainitlimichnlim 1 61.9A4 11A111-IllalLtflW111,1M-1111,1 

5. iinuointimaluAthypOifidansiraivsnvii 2 11 litviln?iuiSgo-ipu wiamonivanwiltult.firitviults 

Onitoiti4uract4olltiu Lot. 

6. tutilttrimitunwirtiqiiiilni5TulLeltaivatraouityfirmsmeintliFIIV011flilLOWIEIVI1DV011.111.401alill 

fl'llifult341.11P1521141.1n1:71,11gDJiiInG141DIM'1£1t41115A1lnl41111 

7. elit ntratkiNi1JolAm4r4aisincriantwirrwrialatiim,to rAmrituegOtiailoil3-111flatl VIlDtOtivntraltinn, 

n404Mula•Miltutil 

8. rrititgrAlf14iIILIAEMGAIS11141071011441141141414041ffili2Ellbldflflitfl.&11-141D1111EVINGIflifplq001011191 

10£114VflirifitaldfillIMM 
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ilillt11111a34/11117114FlitttIAM34 

tlaf11210g3SIVIlt 5% Dextrose in Water Injection TM@ 250 rill 

4s9 5% Dextrose in Water Injection tna'101 250 ml (D-5-VV) 
4. 

quaff 341.ThVal 

1. ‘fitiurikti f 11,1011=altIliS1oralt-af11ffum, pyrogentitaM ImmiluetifrivrwviviwantlIzmatkuktri 

Dextrose 5%tuur-tv'miii.itAto42ritoi o)1343427112111 USP vitie BP 

2. flint/J51111111flitUf111114:MIWIMIMTS41/01/19911E1 Polyethylene IAD Polypropylene grade irnmiuullitiii 

41141141 250 ml stiv4114u0t0oulhalitlegalnindi 200 ml LtuItutitm (Closed system) fltmittmiiancriltmr, 

W134210fi1lat17141414 IptraltJAILl541•Itlfrbilll 

3. intY14  Intr14fietiA6461/flf114M WTI:44M Chlorobutyl vilDBromobutyl 4111-1111LtVINIPAR34alfi4 18 ard141Erffil 131 

fltl2telg14 unintnichathilliOntrIT01115111162 TaldfilSIAPtivii*Dmsiwitpei fkinniurvoivirnivicinv 

IA 

4. gq1111:4BWI1IPVIJil2 OlutiJsztmougov2ttar9Io1IIm4 iiimicir iittvotfrivel tmArapi twtivittannigi'utritra 

tditiffrinutnairraunnyi, 

AtustititivnimeQR 

quagfil1rA7114111Fra$9 

tidentifiCatiOn 6117144114 

2.1M-1114iirltl2filKqj 

- Dextrose monohydrate 95.0-105.0% of the label amount of Dextrose monohydrate 

3.Appearrance of solution clear 

4.pH 3.2-6.5( in dilution less than 5.00% of dextrose) 

5.Hydroxymethylfurfural V157IFII114 

6.Bacterial endotoxin NMT 0.25IU/ ml 

7.steriiity test rill'ISP214 

8.Extractable Volume 61171Filtt 

9.Particular contamination 

-11141161 	10um Obitflu 25 tr)21.1.1291/m1 

-maim 25um fatialla 3mis2m/m1 

airrarftittu 

10.Pyrogens test viirmitna 

1137frAvih4 TinAsittIntntrinitrittii/hial 



dimitOul  

1. getlliinfls11111fUVrAtt114111^1if1141,1,014111flV1INifIrl4 

2. 15,141UONI191ADNIGillifrlIii.M13-114115111411910614111111015MINT15115.41/1 (GMPAt GMP/PICs)1/51E13-11,6WVIJ 

lflfltlIVIkly114 

3. tbuNkritwatArAliuniliutim,a4iitlfwmanvilziuw e'oiliarii;qmvivi-maidiAotitio4nritigiutrratoin 

tirmTutim pibitiverkItipmfain 11%141.1VGALDtm1lv4n2utmethil2‘t-g1Thtti amn.trientutum 

4. hatupviilvitnirtiumnifidi4Cpu 1 t144 riimagoilmnanvanyna 

5. luvuoiv1rtm2004:4flujifoOrtsitavnt-vi1 2 	 wim4aummor15t1Mwilitviingli 

pitiorituirrmulgilt4bithmmiu Lot. ik@th  

6. Tufmtvn4AnitittirtilOivinItultnniiiihNIRlituerignim53-viruifliVifiiniluvirgviliMnithifiucibtiiii 

7. EiroltrantiNiuyurafftwpriffiLitnivrilwrioutiirum Nbizineyfiltonlarmaleult 

tuthImita.10 (Ivan 

8. 4111.114141t AtAil.P.litikl14N§611-tualltg3•1411411.1WW11fllliMAllilineltflaimoitmitnnimrisonlettion-iil 

tdolivsnriciuutimium 
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hIllitIllfili24,11117110111t1.1417ti .., 

traintigazigtrit 5% Dextrose in Water Injection 7111101 500 ml 

48 5% Dextrose in Water Injection /111101 500 ml (D-5-W) 

qiiiffinMATI I 

1. ‘ifistuntrAll LtUrnazaltninwimigvii,Lar, pyrogentit340 Tigiviitithimoolthowienhtnpuksgon 

Dextrose 5voludriti-miuta1lti34tmem at224419111111 USP mla BP 

2. ontrunisri ullitIlatitilutwgraginteigNifilkati Polyethylene Ilia Polypropylene grade imfriinnritritin 

tnartm 500 ml njittasAttivifttrAteriCaliatatmcil 170 ml 641:artitm (closed system) fl01UST11113-110111,1M-, 

W11411tIfi21.11011eMINI Vill,T114k10111,1,11Tthildiu 

3 	eincny Int1ehhittulnui4MtAllzklim Chlorobutyl 1410Bromobutyl 441,diDtw1lArmitra4 18 LIA1144Dflfll3i 

fltIrit'lq14 tlattlf114iifilluirlIVrriEllOrifilllr.11TITalladllatO01713-11A9G1fitlOiflef 0 0171111,11,1111140173;Ma3jt1 

DI 
4. 	AR1111:14iDWATtli11/47.11*3141.15:111D1.10TQE11ailklill.1t01,113-1a14 fill4N111 1711143-191rq Lfi714A01 LV71YI:A£114ai1ii1E1115 

fitirmi'mmuturnfunnsi 

loaturtarnitymaft 

quiftsrart-tuvw4ft 

1.Identification collergrhimi 

2.tria2tuaTrainit1fitij 

- Dextrose monohydrate 95.0-105.0% of the label amount of Dextrose monohydrate 

3.Appearrance of solution clear 

4.pH 3.2-6.5( in dilution less than 5.00% of dextrose) 

5.Hydroxymethylfurfural cfrlimien4 

6.Bacterial endotoxin NMT 0.25IU/ ml 

7.sterility test on7ir4rn4 

8.Extractable Volume mrmiqu 

9.Particular contamination 

-7111101 	101.im at% 25 711r101/m1 

-7111101 	25um aimu 3E11+11101/m1 

VITIV4114 

10.Pyrogens test onerohu 

11.ih3ieiju1 tiNiAtitt.InvigisinTuiSliiii44 



deuttrther 

1. ittln11504112414111:Atllan Ith34laluinwnviiinyna 

2. 1ls1491,19109191t4aqUfI2litlf143-11a152#1141711001SMPEOflItYlle14%1515TIATI (GmPtilv GmP/Pics) /vita-mm.1 

3. LitaN'artfineKiiijipliutmTutimmtrillilluwainsmiNbitinalrfeirnmmlwilksaluolitratvitriain 

immiuum w9uit4711hetnignk M# 01-410frbilltflt1114115114ltilgIl2Th11l 3.1011.1.114111/51C1JM 

4. OivairtaorilvitnAionnivtiilliou 1 11144 wita-atom41,1111Z1114111114 

5. i'unovairtmn004:41nnifoOtntit3-iiititinfii 2 t 	 wimatoatatmo21tulonitasiA6 

evliaititypit04ultIN'Arp44m4fl1J Lot. 04'104 

6. tunitilvnifitunwirtilk4fmtlitointiLatratineivainnulvitriwificlifrunNytivileatrithaluttfriiii 

intonmsna 

7. fit1usrAt4iiadtmailmiineatdm4wwwitioutiimu91 r4aisinentimlorniclinititt AtAmintrignnil 

zuMmtitOdfnitt 

8. ,jtivrath4i'mdtnaibuitwria344quiuciedgEinoulthiutdsovitnbraoraitrilvvivornspiloOomil 

Smonnvisiturinvum 



IS4Vit11111f19.114111•211110111b.14111 

FitldifIltlfletagYilt: 5% Dextrose in Water Injection twin 1000 ml 

5% Dextrose in Water Injection 4114'1011000 MI (D-5-0) 

Finaniultrigli 

1. ininutvtati Lturilvrarittlyintnnkilmilaz pyrogenTiCI4fl TiiiiviiiiTilvriomvP-Au9wiitilznauktikvi 

Dextrose 5%11411umitn4v1dfr1 13113-13410112114USP viiii BP 

2. ImIlan.l51/ Intligt tlivrifuttiariVnInm*yrthiqlosi Polyethylene Wit Polypropylene grade itiViiiu1119161 

titeNi 1000 ml 1:4;iindfliackthamitiflueitaivuifig 350 ml ttlaIrmutm (Closed system) fltmusantriamentist 

marist-SlutAsinalv taill41114914)401411111.11110141E1 

3. infirigintnietitchaatrtniMifititthiCfl Chlorobutyl AsoBromobutyl indDuriAativiimuti 18 Ilii9"014£1flfl 'Cu 

fltlit'llhi LL2VVIS.12401D471.111111.0113£116t01/61_1111f.11 -64LufhiLISZVP1013411EMIThaivei  001713-11114119140i4AtInIcigt4 

IA 

4. smaninline-atumm IF1/2111iTali91.1071tlelilfigjilMt91711-161.11 i'14001 Pli4`111.1011111q IM41.6•11,1 IM11111:1th114271i1A11115 

Vti1IIIMS141.114f111514Z1JITI 

qt-tagi41livin4tviam 

preamitiviNtvictQft 

1.Identification vilfraP,i'm 

2.1113410,diati2ewitu 

- Dextrose monohydrate 95.0-105.0% of the label amount of Dextrose monohydrate 

3.Appearrance of solution clear 

4.pH 3.2-6.5( in dilution less than 5.00% of dextrose) 

5.14ydroxymethylfurfural ontar,..ima 

6.Bacterial endotoxin NMT 0.25IU/ ml 

7.sterility test 9wrzzeiriu 

8.Extractable Volume aila,r,hu 

9.Particular contamination 

-trirm 	101.im iftaitrna 25 inismi/m1 

-4114'101 	25pm &mu 3rn4newurni 

(911,r4rna 

lo.Pyrogens test vila,gau 

11.0iateihe1 iiti'LlitticfrrivithisciiiiinliTiAlia4 



doutt'Aul. 

1. flitlitlIV41111414YInttnall MitIALV014111flVilrif12114 

2. I5112140Nbliitlf4114111141.11V43-11011rnal9SFSIWITINflIZII71451521£14,1 (GMP1Ol1fl GMP/PICs) wivNuam 

mnoilvatin 

3. LitaramituldtApiquntsiint4mitItwilaviTIliwArnionivirrwrillarigArnaitNnitunlwivAn 

racilltirylthifrainA viimiummwnwnvanstraumilontAiOntini 30111.1.114.1111114:11111 

4. ifitatifiumnlimnanommicEigezu 1 avil leA9MIMMILMV11101i113114 

5. ii4V1340flitormi4434vuolti4Ovicita-Iiiinntiq 2 tiIlth1ivit40454vu 

NbuitirPiribluliittrivi4orwtiu Lot. 04191th 

6. Tuintnin4AttazuviirdithmillunielititilliNbatueklnimentanctimi4srurivItivilfifitntiutitalitAiu 

niliinmunoilyna 

7. tinuttoivalthruNblftfUlithdfILIV111111i111442111401 r0adirteriOralcirslmia4Cimitio miffiguviEralt-mil 

tuiLmliAdoutt 

8. rtninutAiNiiittr‘itiuWATI-Tcwilicia44914QuOVInctiAtnadvvninsmaiwinviievia4pErivi10 Cti 



T1471£1111-1S3414111111011a£1166131 

flaifilltleitISOIST: 5% Dextrose in Normal Saline Injection 1J141G1 500 ml 

is 5% Dextrose in Normal Saline Injection 411-12G1 500 ml 	(D-5-.S) 

40affilirttgit'd 

pyrogen 1%1140 tiviittfirivfivoithmolitIltn€Wirmktri 

500 ml 4121-11-116115714 USP vfiE BP 

Polyethylene At Polypropylene grade itiviiinntityrdo 

170 ml ttlatutitm( Closed system) filmutintfiv-mluat 

imAlti 

Chlorobutyl 'MD Bromobutyl 41i,i1DUIMAqtilfmititA 18 IAIRNIVDII 

. F1712-11111411121,141E1 

rliaN'Arn (Tuvivvielq lailfkrthq LMIV1tAtItiiiilifil 

TaE11419434 LLatiflt114ch412-111711.1hrilirbifil4flq1316417,1131,1=FV)11,111ft9IIMOifir:iitti 

1.  

2.  

3.  

4.  

intinatifaIliturlivrviuthiFitaintigIfitvaz 

Dextrose 5%114 Normal Saline Solution twi91 

mtunnriustiottasrnsunlalvtAniSvOnviikau 

tuim 500 ml nrio4flfruflAutFimmtheftannil-rin 

wrilcri2taithviie4 1613.1171,1k,ILLCIL11413441 

1ntnaltitn4OtillAtu1flt1thtAt1r.ttol 

tlf1M1,1,N,OTA 

ca-  win ItNitainkvviati Oiutiltrioulhcria'qiiiitathri;mats 

ViDti'1477GIVIMU141111114:1.1119, 

Fillagt1/1011114131491 

$104M41J01101141.1140 

1.Identification entlear4it4 

2.111341turfigli1i1ku 

- Dextrose monohydrate 

-Sodium Chloride 

95.0-105.0% of the label amount of Dextrose monohydrate 

95.0-105.0% of the label amount of Sodium Chloride 

3.Appearrance of solution clear 

4.pH 3.2-6.5( in dilution less than 5.00% of dextrose) 

5.Hydroxymethylfurfural collTit4214 

6.Bacterial endotoxin NMT 0.25IU/ ml 

7.sterility test onorar.iiu 

8.Extractable Volume crITY3Filll 

9.Particular contamination 

-nom 	101.im aiLnui 25 m4sne/m1 

-intim 25pm aittiu 3fnittM/m1 

411701214 

10.Pyrogens test conernima 

il:katitther TALNitU0113-16.11ASAgrUcilTiglIC4  

10 



dmittiel  

1. Oitiiinn4triliriurttttnan viita4Ltomwnwnviinrn4 

2. t4l1uOribik4pliunilimioNimsgutynaomenifonlzyiiilwisissat (GMPAa GMPRICs) wit334u,vm4 

ttnwnis4nru 

3. i.upibificuipi4tApintnilfultiltolicanqiuwionnuaminegvirvinludiAtnaltmiltunlaiwriin 

ramiffuthinarnfi MtwavoNtEn2ali1uumtroion1ty/nNt-11 34flturhuvrisurAmi 

4. ,VENIalupwilviu-partivirtifitheav 1 athlliV3-1110111€11V111411511,1 

5. tiuM4Palte4trAdoimaiiii6-islcurvil 2 t 141J91fl4flJviiva-atauvanviAlwit-irAngli 

00111b01/1041MVIN;91444111461.1 Lot. 

6. 664nItilvnioitutturmtlisliammtulLnyrtitatOninevisinm34111Enfrivoi4nisuilvitivilofirraiu 

IIIIiim434191121141.111;61k4i1AMP011frattltel1541alitflql 

7. tit iwitilmAtmOoliftwriiitdelivrinwritnashrum r4bisiti4719113-1c4vona4dvult 

tuO4i9ititalfldmitt 

8. tatitriaitthuttribiuramigeriLk4quenAnuttntlitiutdinitn'thumeltimitivnifrinfomiffirinfill 

immnivitiuuthvium 



114V41111.11S34141117114RILef.14143i 

FitliiifIMISZLQW1t 5% Dextrose in Normal Saline Injection /11.1101 1000 rn1 

tt 5% Dextrose in Normal Saline Injection 41149G1 1000 ml 	(D-5-S) 

quaginleirattl 

pyrogenTV Tag liiimmiiitifrilviaponharn.1zniSiratiaToui 

1000 rn1 919343419915214 USP At BP 

Polyethylene vilo Polypropylene grade iiuulritnem 

350 ml tAulniuto( Closed system) MithEintrianommr, 

Chlorobutyl VilEi Bromobutyl thlittall.r4ktILC•a1Jt4 18 Laalitran 

rifnivvnawnvit 

ii444b1 P114017-1@ing I.M10001 MISIZI.iltlIgiiiiiitn 

/2-10tritoC4 untrenicrialventInfiltribppitn,rivillit.tufnAua:ApnimMtmlitwitrgi 

1.  

2.  

3.  

4.  

ktitunTalLttutwilazwitallifivintiailnum: 

Dextrose 5%tu Normal Saline Solution maim 

fIlINZU15/1MS,Dc1,1141111514:31V1411110tGIVNOYiljirM 

/mem 1000 ml tilt 404140Aniciaaiitheitiltivurrii 
WiliiItlUctith4 Vall'Il4CrIt31014lL111311.19frhilt1 

Inwhvinsnfilislia464intranntinitflm 

Ituvirpta 

SIV'lfl 1:11019Weltlp14E11 07141.11:111111JPISflilkijIWZRY1341,154 

'Nflt1141TGIV41.111U111/J14=11, 

nosettitilimainftilot 

0104411.11W141.11AQR 

1.Identification rifiTase4ma 

2.1.11341tuktninfifid 

- Dextrose monohydrate 

-Sodium Chloride 

95.0-105.0% of the label amount of Dextrose monohydrate 

95.0-105.0% of the label amount of Sodium Chloride 

3.Appearrance of solution clear 

4.pH 3.2-6.5( in dilution less than 5.00% of dextrose) 

5.Hydroxymethylfurfural C411101214 

6.Bacterial endotoxin NMT 0.25IU/ ml 

7.sterility test 4171,P4114 

8.Extractable Volume ringsr.liu 

9.Particular contamination 

-tinm 	-iippm iStihnu 25 nimn/m1 

-tvg191 a25um flTiliAu sintsrm/rni 

aistrolmt 

10.Pyrogens test allaiRciqu 

11.Wrinvilul trittathon4uthol1tiOtiiiii4334 - 
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deuttcni  

1. fitugumniliurrAman viitmumvantmit-in 
2. ISIIMANWithIr4qUnilitiltMargnnendfrnabitniPENflIZYM4Vritiltillt (GMPViit  GMINPICS) wit:imam 

Lenarnv4nyna 

3. LtWitaltWethiendniIrtilD441D,Allin19143-129155114049ilittrYiVitnifl553.riqklilliD4P17114:',VitliS 

r4ovirtolith191a1n1lei M'ita4u5914vanwilviArnauseilamgtOninti 3411n.uurntnann” 

4. 4itNittillanttnitnalUririltnirietn 1 LLV14 leclfriVagomanym4rir114 

5. itinitiGrailltihnitu4NDUAfll4DitiCanntYll 2 tI iturmi4nirni1415tAILLUIRDflfi'll6CUIPII'SW*6 

NOVIIMAID4IMINblth41511111 Lot. OrZS4 

6. T1011071141901:411111.1111£1411141711.ATISUlg710011Thdiskiflf153-11Y1WIMV614119111.111,111111DVIVATIAITOMU 

1.1117140441.1AGII1O1101TN1SA141111g9LQ141Y15 

7. ei7lItritiltAiinithiuraoisinet1101.0M-IM-111AlfitIldellVIIVI 091 11049691/3•ionorn4deuit 	itjinnq 

/11404IViCadflUit 

8. (irmsthimiintrAtiuribuit-orrah4iwnAVIottnAttuidDtrit-i&mimigtoiltnuovaispollvilivit-ni 

AINVII11111111011141401 



TI•1/.4E111.11•2411111141/0116itJ4lMi 

cliatildflat Ian= 5% Dextrose in 0.45% Sodium chloride Injectiontial 500 ml 

ti 5% Dextrose in 0.45% Sodium chloride Injection 11141G1 500 ml(D-5-1/2-S) 

fitUgnarktfirl i 
pyrogen 1g TaSO Pii1vilut14viaveik9wil 

Sodium chloride Solution 411343416112214 USP vis BP 

Polyethylene vita Polypropylene grade twiiu 

170 ml 	vnulzuutm(Closed system) iliim 

111L1111441D4 Irl111114 13-itiGhi 9 ti 

Chlorobutylvilin Bromobutyl 44Ldturdigulienitut4 18 aq 

Iüttuieltntattlmautlatmisitiolvtgii f1F1713-1 

G171141154 ti14001 1141134915T1E1 INI19110111 Mill1nt£114 

1ntivisimurifr1 500 ml stirliuOLOsalaturigtriCa.itilfitmll 

1. 	ill 111'11 14011 ILtuM5Rzwitititiwrindialmaar, 

1.11tnifilAatiiiatr1 Dextrose 5%%0.45% 

2. f11111.1-intwiT1atitustinnyvivtrinUtfrivt4iiirnv 

uuntrtigoilttatwa-rilat6itatriiitm 

3. inWhIlnuilfttiiiit4ttleruili4te52r,thIn91 

%41:13n latritaqv iatinsnasivaritinnntfrrielmlisn 

malaufFiDctuvictMvifri 

4. grill 5tlitiNglit1J1111T1 01111.111:9111.1k£111i2A1JUAr. 

011il-ITINIt1IgfrlIfild11144111114t1.1111 

.flontinThirmomilft 

640.1ft341ilioniumilm 

1.1dentification onernills 

2.1.11342naktiailku 

- Dextrose monohydrate 

-Sodium Chloride 

95.0-105.0% of the label amount of Dextrose monohydrate 

95.0-105.0% of the label amount of Sodium Chloride 

3.Appearrance of solution clear 

4.pH 3.2-6.5( in dilution less than 5.00% of dextrose) 

5.Hydroxymethylfurfural onascima 

6.Bacterial endotoxin NMT 0.25IU/ ml 

7.sterility test ma,r4a14 

8.Extractable Volume mainima 

9.Particular contamination 

-maim 	10pm fitaialu 25 111g11 Pirni 

-411.C1G1 	25pm 078-itfiu 3fatnia/m1 

9119%161U 

10.Pyrogens test 4117IF1114 

11.1719tiffil3 TA ltlitlitiT13-1114/1011illittili 'Ail 



tivutdul  

1. alitiiinvonlimmattnai riiia-oammnwilvansiu 

2. 114414Nbliifllt41141111i111£113-11411111,11111e1WITelflItIMIWIWISt111/1 (GMPVIlt GMP/PICs) 14M-Ium 

mnifilviKnym 

3. ttur4buitypiahhutillrustiove4*IllfilitarannenaN'Amiliwiiiqcqvivrislaviikatitiolintuntalfitiin 

vvivaiummanwiimAruttazOimigujintal 14trunanettutuna, 

4. thateuNvirrnem1itiLwfitii4fl1 1 tIMJ INifINL1OJVINWI5VI*113'lld 

5. iinumprititimAthaituchdingtalinivin 2 t triiniTufiNfru wiva-atuutenviltulimithrigt 

raruinthclulihtibithomt-Tu Lot. flgoith 

6. temtvrwmtur.twattlichlniAriLmizitstauThefirrinn1341visrwrivoliwntammtiviSovintiusthaliffu 

fniinvorwiniu UtivitrifilfunorstuFillii414141115011A41111 

7. r:itiunithiivill§4martitimiOLODuvirivicivudimum N'AcRI-TueS345.111011/4deuTro Atativritynntyn 

tuOlIncitajOduutti 

8. en gut ervniiii all' maw ;milt-wilt& 4-iwn40 r?,4vtig tAtiuLlittninviwitrvilovuoiolvilinn mnis 

Saivnirifiturienium 
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ISIMMItall111111(14fIllAtl4T1434 

Fraf11104:3SIVIlt 5% Dextrose in 0.45% Sodium chloride Injectiomn,m11000 ml 

it 5% Dextrose in 0.45% Sodium chloride Injection 41149011000 ml(D-5-1/2-5) 

lustoitaliiiiiti 

pyrogen Iff Tung titiiiitiiirmvivfintgooloil 

Sodium chloride Solution 01111111'16155114 USP Aft BP 

Polyethylene 1411 Polypropylene grade irmi-u 

0 

itAi 

flpyria4 

1. 	kistuntiitilv1145azalut.frwrifintialwittvr. 

thrxratioliguaTinn Dextrose 5%I1.10.45% 

2. fritunnritiltt4uMiSur)lrigioinMmAvAilAoti 

Intitiadrnurim 1000 ml Valli:Nail/4 
thEit-nlimmlwa:VaNiltithhiNnAt34 

3. 1nfi14nt1littiiiitim1Th4eintnl‘8m:44® 

LODIANI11;114/13-1119tIfl'i1 350 ml 	tulzutitm(Closed system) 

1111111310.falLIA4115111-imimAiu 

chiorobutyivilt Bromobutyl OldiattmAguitut4 18 

(T14091 ildlaGliill tatihrtill LVITYltlichnd 

;1.4f3f3t114VEntA34 avtintridivaientfiltnimerlinf-itnIAISsuatflonimlvtguitivivegii 

runuaiDctumPtitA 

4. SWIfl SZIAT013-MPT14£12 AltailtflfilJgral'AlkullWar112-16151 

911T11£111CrItti141M1131,11114112/114:1155, 

Ficumartnimilft 

qttrall.11111114LYIFign 

1.1dentifiCatiOn 911Q9011,1 

2.113341f1dillt1igkli 

- Dextrose monohydrate 

-Sodium Chloride 

95.0-105.0% of the label amount of Dextrose monohydrate 

95.0-105.0% of the label amount of Sodium Chloride 

3.Appearrance of solution clear 

4.pH 3.2-6.5( in dilution less than 5.00% of dextrose) 

5.Hydroxymethylfurfural mirit.i'm 

6.Bacterial endotoxin NMT 0.25IU/ ml 

7.sterility test Pitric.inu 

8.Extractable Volume allivapita 

9.Particular contamination 

-MIMI 	10um filatta 25 frisfitml 

-Timm 	251.irri #113au 391121191/ml 

9117iGhtii 

10.Pyrogens test v157sPirna 

11.*ri3itriul UittadolimngtiiniinitilffitiN 	-- 
,/,----- ------ 



1. ittugultNinliwitiOvutii vateviamonWmittlyna 

2. 114411400101e4;41141111i1J5D434`19115114fIllrant111104111:11504WItlltUcl (DP4ft GMP/PICs) 

MflgellVigf12114 

3. LtuN'AccifinniSChiqUivilitilt4tNitlfilluaiimniwavuinerliqmarnms13411Aglidourniuzymiociin  

immiuum ranitterithimlnk reitivasmnwmgrintuazifimigt-Anigni Nen.vurrrtsunnta, 

4. rivflittnivrilvitnkttmeatiebrapti 1 uvi4 NAM-ILIMG141.DfIV1IVI 

5. 'Tuvainowthiv-MAlaitu4Ov1tita1inwi1 2 t thra1niia043-vou 14M411141.11.19110141111W111Z141.11‘71 

PA611Ther611341.1tA01446154iii1J Lot. •041GIOA 

6. tanitilmotonavoltliklmstulmlnardisOnTothannnulhisnoificniniummtiviluotnITAIMAiu 

fl2lillIf141-1161121111.111ThileliUnGlISDIJO1I!Z414141111*.4141111  

7. lilt01.114i1114£114NbIllil.110 4413.1%f1211111314111111461 NblfTEIVerth114IFIMADIZII VI1SEIVI1V,1111111 

/11401IGIEltli deal] 

8. efrlf.19aitblillllii£114001S941,03441140144,411IDLIAtilltethtlittl ith1301131‘1ADVING1411VIIIILIThflil 

IAM4V11111fitAIIITIAUGI 
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TI4M11U1S3411111RIURSIOtalli4 

FladallitiElata$441t 5% Dextrose in 0.30% Sodium chloride Injection/1mm 500m1 

4t 5% Dextrose in 0.30% Sodium chloride Injection 41149G1 500 ml (D-5-1/3-S) 

4 ea wti tiliviriti I 
pyrogenta Tag icriariviAmiviafwaNumin 

59/140.30% Sodium chloride Solution D113-13-117113114 USP lip BP 

18 61.M 

1. ‘111SO4:',4111.1 1.14a1lfir:WIVI.111911i11114OTIGALM: 

fiDuAltioi1ua Dextrose 

2. frnsu-ultunttilluntirlarmaianimathriOviiAin Polyethylene At) Polypropylene grade +mit 
170 ml (milk] Litott1Jt01( Closed 

VIVII4chlat4a54 131V1914111 

Chlorobutyl vliv Bromobutyl inalown4Aotarna1Jvi 
141:111Ntintfl0171311.1REWISiDtliti fiFITIN 

itimbi "4141341191 lailfill N'ffl mirrAthiu 

Intitnammilm 500 ml q:,41€1104wifit AiatiNtilittritaittmell 

ADDI1 1-14£11TAN liV:111W141€41thilltriblit111511111C1 

4. saagn Injta2iitym4En 011atItzgavilasnigkuuninaNull 

system) OGiuer1crinqr,V23415nthlit4n110.1 

3. in,inintn4Otikarinu24IL9Itizi4'1n9l 

11141'121WitlifLIVIIAVIVI 

oiliunTrimi14gFasume2t41nt1 

spartnrownimenR 

srannilvniumln 
1 identification gm, pliu 
2.trivinaiiinniiriru 
- Dextrose monohydrate 

-Sodium Chloride 

95.0-105.0% of the label amount of Dextrose monohydrate 

95.0-105.0% of the label amount of Sodium Chloride 

3.Appearrance of solution clear 

4.pH 3.2-6.5( in dilution less than 5.00% of dextrose) 

5.Hydroxymethylfurfural olltiPien.a 

6.Bacterial endotoxin NMT 0.25IU/ ml 

7.sterIlity test 9917quirnii 

8.Extractable Volume owrar.liu 

9.Particular contamination 

-nrio k10pm 3164u 25 inisinn/m1 

-1141frl 	25pm gaiifila 3Diliflif)/m1 

9151,Pirna 

10.Pyrogens test villqiniena 

ii.*Aviel Vittulthrmniteniirlitill-A4 



clout/Art 

1. Ortjunfilikvittfinun yn't1141LONLINWITA‘113114 

2. T1441MONblifENI.11141111i115f31341615S1111115NblEMPE14111L11114V1511fUTI (GMPAD GMP/PICs) riimumo 

LontilmAriu 

3. lthdtaOlftfirOlGiFill41111i1.11DIVEN illtfl1114142 4113111N 9111fldli‘ VIVI n 	tiv4wrissittrivla n 

imniutnti wbuTortithivnintie Muvuomonvill4t-iimmazificn,`14jifitlflegt Vflf1.1.11411111Uttl51 

4.it3401I1a41011.111TAILLYWITIDti1lIIMI 1 LLIA1 Nlit134 tam to 

5. iimoraiqrou4vicithi4oWioduititaliavvi-vin 2 t U91ni34rnJ Mimatuutenvistilielizthsik 

Nbuitiektmulifrir:.0044oniti1J Lot. €4'mS, 

6. TunItilmmatarmirtOivniAlwitizit.niv-Suit-wv19innulvittimivaiiniluvontivillimtninalusiWu 

nisiuls4.non2qu 

7. flitlitIcirlicilliimAtiuN'Acnift-uvithdmannvurioutimnam 

tuthisita dean 

8. c',17nundieliintlitnaramtioniawiqugufiiliGnmAtimdttriTnimmtritimbninovariqviltntinnil 

Samsnmieutirmum 
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ilmuntnativi-m-nrunittimtni 

cranimoungror. 5% Dextrose in 0.18% Sodium chloride injection/114'1M 500m1 

le 5% Dextrose in 0.18% Sodium chloride Injection 1114'101 500 ml (D-5-1/5-S) 

qua034u1b71•161 

pyrogentil640 Ri1vieuth24vatly1Lk1911 

5%t140.18% Sodium chloride solution 011343414111'114USP Wit BP 

Polyethylene Ai Polypropylene grade Asmi-U 

170 ml cormitigu 64stu1Jtm( Closed 

ChlorobutylvliDBromobutyl ilAnwArItittaiar84 18 tit 

TaittuAtium:OFiranlvovirTuoife flnqqa4 

riur•i§vi frunimtnq taticiaai mu 

titritiiiamnt191 500 ml adivd4utti1ABCANuilaZDT.mrig 

system) fltaluuntl3WIVI5LI,M1V13-IlltlfirlsitArph4vilantaliEJIAI4Lt141:111101Artti 

&pun 1011'141g34 llflrinEnchlia-ivilltfritnUltitnIgui 

4. grin 7Z10£1W13-Tillirl4f11 tnaIJIzt-raugitniiiituttaternaitm 

1. knstIrvioltAurilmntintaini.fitImavr, 

thtfrauktikui Dextrose 

2. /111111:1111/1151,t1T14.111%1ZW15;111TAGIVQ1101,11PAI 

3. inuilintn4filAlinuNglkerithrtm 

mmenniviitumntitoi 

vinthnertiunitiath4iimmauu11t1t1nti 

irattnilivnimmict 

fratunienrmomap 

1.Identification 0171,F1114 

2.111342farrItirltik1j 

- Dextrose monohydrate 

-Sodium Chloride 

95.0-105.0% of the label amount of Dextrose monohydrate 

95.0-105.0% of the label amount of Sodium Chloride 

3.Appearrance of solution clear 

4.pH 3.2-6.5( in dilution less than 5.00% of dextrose) 

5.Hydroxymethylfurfural onrvir.iiu 

6.Bacterial endotoxin NMT 0.25IU/ ml 

7.sterility test ongrit•iriu 

8.Extractable Volume eitAraiqu 

9.Particular contamination 

-tuin 	10um faiMu 25 da1fnA/m1 

-111,11G1 	25um alitiu 3tnenfi/m1 

oil9s4m4 

10.Pyrogens test conrrir4ma 

1149fitifitei VittlittivivogifiliiiduittislrilN 



S141710141  

1. fliviinfmt-nifurtifiman Min4L1,0111011%1114112114 

2. T544114041§101XPEAG111.11111f111£03.11411211,1f115061E1171V4fll:11111151511elt (GMPVISEI GMP/PICs)VADVLIMI 

LISIIV1514111211 

3. lthdra011111416911AP11101111i1.110411f14tIllfl411.411mruN'Amineplawrvin5nviiMutivoitnatvialvki 

Ooliftwinitintinde viimiumvannvi*nynaumzkllitantitil 34En.marritunnyi 

4. siiiMaitannlysiiawirtiptheatti I Loill witn-iamtitnvinvi‘firu 

5. rebtamifrvintity4t40434DuchiAaltgailt,iffilnii 2 t tvalnthafitha-vou veittlatuumnwniulomniimit 

NtiminercroplultireMpithrfiwili Lot. 04-mth 

6. teilttynoinammvitiqiumAlimeitvItsilvAditierisinnulvitrwrigoilniumitiviltvnithath44Thiu 

miTutaitnanru trtivicrimiunmsauFhtiqqaurrninawns 

7. turitrazoimiuvAtmaoirinevicitthniasilvisioufilvium pAsivinerAtonotiNduult vileihnutinnis 

tnathimitOdinalt 

8. tillf.M.Ith•111.11AVUNI401fitletilli344114911finflttllithIldlthA2111 'th134GITY1111f3111491132tpliffifinfIll 

LiM4V111741iMilfilV11491 



1 2- 

ilonnunamtwitrionitcdtviai 

trafinuttaztuvrit 10% Dextrose in Water Injectionnaw 500 ml 

4 10% Dextrose in Water Injection/1149M 500 ml(D-10-W) 
...... vn quaguti own, I 

1. if111111411*111)Liuw-nazaluthigslinfaivnLar, pyrogenT Tfl I1ri4ulgivl14aDMCADovigthznfl1JAiltdiguiDextrose 

10% lulliirrihrolvvegam 111114341($115114 USP viifl BP 

2. 11111141:1111/1.1111flit1.1111/114:11VialfltaGMQ111017nAlf.1 Polyethylene IAD Polypropylene grade iivii-uuTIltnemino 

641t1J1Jt1( 500 ml tAti404safivAtithity44'i13-hlipurri1 170 ml 	Closed system) NOTutinria-noilltat ViThiltiliena 

ijnylitIl VatigutlitAllf14LMI131timAiti 

3. sacritiNingriarltAtturrirbig•ItAlirtnfri Chlorobutyl tilt Bromobutyl indeLLYINIAIIISLIMA 18 agAilutin Tam 
trIg14 uarintriishot-hienJeffingiorriudni TawRisuattInffivvoilitwit4ii Omenmiumuoitilt-ougva 

4. tgrifiltNriiiirintn taahtnemPaniliftparnnimm iim'Am ii,1113-1Glill la74ael 1M1111.1Thltiffigilltlectlifltirl4 

7Thl,1.111141117114=15/ 

irt10141.111111141V1flgR 

Invia4l3rmn4tr Finn 

1.Identification ongeirsirm 

2.t3a41t-UPIti1ii 3(u 

- Dextrose monohydrate 95.0-105.0% of the label amount of Dextrose monohydrate 

3.Appearrance of solution clear 

4.pH 3.2-6.5( in dilution less than 5.00% of dextrose) 

5.Hydroxymethylfurfural ongiitiriu 

6.Bacterial endotoxin NMT 0.25IU/ ml 

7.sterility test (Ft191(411( 

8.Extractable Volume 91511'0111d 

9.Particular contamination 

-111,1191 ilOpm otou 25 fnene/m1 

-1114161 25prri Mt% 3viiirtml 

9ngsr,lqu 

10.Pyrogens test ongenhu 

11.vigttrAlej 'NI' itationmatriiiiuttrilt514& 



ciaaipther 

1. Otuiuts4nnlisurtathn.nn vviisoNLI,M141/2)11V111,1115114 

2. il•Illt1aftclfllGill41111rU10$342V112114111INVIV171D1111:111591V159111,1171 (GMPVIlt GMP/PICs)IND3-11M11 

Lanwnviinsiu 

3. 64;aoliThasPiftthitemiduloltioliiiirilluamilitaAnituerisraiminwisiAQtAiNnIturnaiwtrin 

tivii-uutrt Nbatu4thiovaintio viiinNawfillonffisvirirnai.arlion-Agntral min.muntlatulli 

4. 6ivalitanAllviviiturnntivtiNilav 1 Lwii vvitvimbnanvili4nru 

5. tiuVIIIVID1Fiteltlidth34DIgrl€4WINtiCaundi 2 slt91flifId4341011 

FICilfttlefitID41_11iiliNb141611461.1 Lot. A's4 

6. TunitilvnlontztawigiiivIngstuloninhn*tr4smituvisqnnurmtrimivoringlumcivilfivoitTuilucitAiu 

fill1D13419113114 UltilthliIIPVIVillIFi1tii+1414f1110714141115 

7. ErnwirlitliuffithmaifitWatiDaamvudDusiivnA ;499finiegfite1501134dvuili NitAtm-writ-men 

tuO4Mtitaindinitt 

8. iitiWitilfilillttlitUanTiglain4411411441511419L11414lthltrITIAV13-1G109NIADV12-101fliViltlInmnil 

timntioutiivnam 
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ItWitillna30111171116111,g01434 

fedifIlladtlarilt 10% Dextrose in Water Injectionintwi 1000 ml 

4i3 10% Dextrose in Water Injection/rim 1000 m1(0-10-W) 

1010341.17ilteirli 

1. filstUntal IttUV1sfltvitithry1tini4g5FILLn pyrogentv 100 NiiThivrilvivvvAsminznzurnugguiDextrosc 

10% ,1 4
r 1. 11111 W 	1 	 USP AD BP 

2. firrAinntpfitietituntrutrivrianUtoMNOIliqiou Polyethylene vila Polypropylene grade twiiinntlyldmitaivi 

1000 ml eirAt31041A0e0134vitluirthsivuniii 350 ml 	1.141:strut91( Closed system) flVo11111111.113-1101111,Vr, V2342111i.1194101 

tIthifhl vutrratIlltILL541iGIAltl 

3. ifif114111E1140411€4614/11£11,1MIATIVAInG1 Chlorobutyl Vile Bromobutyl 44f21,13,141911111134L1JV4 18 a00141rin ilithll 
tr1434 lltit1fltrbldifi1thillfritlitGlifTUIT1WITaldfitIlifitOnTIVIIVDMITEJPIDP OP111411181114CADVOWAVIA 

4. tawirnzt*EIVICitipnitiri OlutlitnimoTratnirikummTWILLINI ii,t091 tiiamornisj tatcA9n Laticifinuiniutr15vtiN 

imoutunizunilti 

Finverinilim-wirfteR 

frainavninuinla 

1.IdentifiCation 015111qt4114 

2.1112TLIAT1ilfiq 

- Dextrose monohydrate 95.0-105.0% of the label amount of Dextrose monohydrate 

3.Appearrance of solution clear 

4.pH 3.2-6.5( in dilution less than 5.00% of dextrose) 

5.Hydroxymethylfurfural Mil/0km 

6.Bacterial endotoxin NMT 0 25IU/ ml 

7.sterility test mtrolen4 

8.Extractable Volume vitrid'n4 

9.Particular contamination 

-turici 	10pm fliihflu 25 t11ini9/m1 

-/nrifi 	25pm 0.64nu 3•Ensnifilml 

0119,r.i'm 

10.Pyrogens test onrradiu 

11.thieffissi IsrublitiJornatnativiifuOrtfrilill 



1. frtuithelt-miunAvutn Witl-atiffrilvanWi5Vatly1u 

2. I14414t49484PhUfiglitn643-1iFiniunti7NMArimliiltm940'Itiltdt1 (GMPV148 GMP/PICs) Ve403411%011 

umarivkiiiu 

3. Luracilift-wri911Mr4lurrnitustmtNinikbrnaimniuOviriovivIvIvivnludiAithAvitynnatiman 

imann” Anineritlignrinki 161 3 /41119341AGNIAM1111g1152141.lathIlatljklIgtli Pun.tun-rnutum 

4. citatUNVIinniikUlirtittiNlipti 1 LAI Wi63-8M6146'88WM‘flyna 

5. iianwitnymmi00434ouolfAintilLiiltundi 2 t ituRgrviuffithNau wiD341,Luuvanollt1Mtomnoltais 

rAantivoititrignes'arnticimriu Lot. OiSJ 

6. Turilttrion-untvirtlich4rmiultplizi4u-tatitivkainstnrirtnfrivoi4niliwivitiviliamniTuikOiiu 

nemiinea1oill-n4 Vicirolviunnemoititittnilin&anil 

7. es'Intritalfmlualivura'aitit-waim4orriviriDusiivium N;cfrifineataienormaituit viitnOuvrtyainnil 

tuthitafld.oUlt 

8. Fit1titfrthiiiMAIVUtsibilitudriA344ium.10CiintifittrAtiutdipp11siAMIGinpiltIVI3401tntiv4fanGin1l 

t483408iritiflufliViuM 



///Kr.,:z 
/ / 

ILk 

T1,111£111.11a9M111/MIFI1Lefl4Th3j 

Ficalf11:101:LUVI'll: 10% Dextrose in Normal Saline Injection iitarim 1000m1 

ta 10% Dextrose in Normal Saline for Injectiontuw 1000 ml 	(D-10-s) 

guentamitell 

pyrogeniv lag ifseiviiiltbi4vivfamtkart 

10% Tu 0.9% Sodiumchloride Solution 0111•13•1110113114USP At BP 

Polyethylene viit Polypropylene grade iimiti 

350350 ml iNizut.itm( Closed system) P 

1ainup'itmst4t111 Ta.itivitiu 

titthilL114Arnati4tlAr4 18 

1.16.Atitmr,florraitlacouitiolvOIS fl 

tuthrmo1Jrriou2iikiittvzmo14tt54 iimiim iisynorEntl tptOarri twn 

3. 	incr24intiNORk.Aurtirmilt9112:91Chlorobutyltilinromobutyl 

uAiriktran Tati1t9ga4 ttnint9olt411.114141-11tAr11likt1 

1. jrnsturviliCtit&wiltaisninnintiviionoz 

thttivuliouviotn Dextrose 

2. pritiliztusTrItimtur-miantaviVThritivirAgti 

ultricietniiim 1000m1 9t 

limmt-ttrivirnItmtwiwiltiiirnankl 

onimaYrnaltiplavicintitol 

4. 	gwin 1:14ifintogriltri 

viztfluutihiutirittirmi'mumurrinatuit/ 

Ifrafttan-hurfrils 

F1414•1041rth114LYIROFI 

1.Identification 011,14ich14 
_ 

2.1ituktnilku 

- Dextrose monohydrate 

-Sodium Chloride 

95.0-105.0% of the label amount of Dextrose monohydrate 

95.0-105.0% of the label amount of Sodium Chloride 

3.Appearrance of solution clear 

4.pH 3.2-6.5( in dilution less than 5.00% of dextrose) 

5.Hydroxymethylfurfural ricilQ,uiut 

6.Bacterial endotoxin NMT 0.25IU/ ml 

7.sterility test onqiniqui 

8.Extractable Volume itfirric.irn,) 

9.Particular contamination 

-11141G1 	-10prn all.fild 25 VIrlA/MI 

-ttelPI 	25virn01.111n14 3119.111e/MI 

oinw'w4iu 

• 

10.Pyrogens test 91579;4114 

VitThittlarnAngianitiAliiii4i81 11.ihfitiief 



1. filuitnimniliumaluutn viimumvinv-mikru 

2. I14411444bliiiI4P1110121itint34142011391.11115an211€1111n1574%151504141 (GMPvit GMP/PICs)1411111.1V914 

ItIfIrl5VIM-131U 

3. Lttai'Acuinnic11)14111411114-1.11tINITEMillIf1411434141121140mitut;mvqvinslavilksititorritunmaigAn 

r4fl9ilinevitintignA 14E13411M141:1DflgellVigfirdllfiehlrlitligfIldei 34fIn.uurnzunim 

4. hatitamifirtnitiavirtitti`ADV 1 uvil witN1n4v0nWmsafirn4 

5. ii4v1:49iviseivcifithatautriDlthnittainineii 2 t ittrilt-V140414au wimittutwativiAlonizitrair 

cibisinerittmiltirOjw4onlitu Lot. Oim04 

6. tunIttniflturttiwitSh4frilitnielltihrignibliinni.faistn534thinniVaiismarnitivitMillThibaiiti 

u11271191S4iiAriffnifillittilunilinA0111 

7. rititrizczNitiAtiuNbatuloLdtnivngwrivgfirmus r4guit-walcirwitudpuTt vitthwertffins 

vuOlimiradvan 
8. rpifIStlifliTULIA1114Wthifit14111,01-1+11411Affirfilliit11410€911111AVIVOWAVIltIVINVIIMplit0Mtlil 

ititlaillrifi9144114101 



15 

T14511.111.11aMilt1/14.16111,0tAili 

flOVITME104:311,11:: 10% Dextrose in 0.45% Sodium chloride Injection /NW 1000m1 

to 10% Dextrose in 0.45% Sodium chloride Injection /A41911000 ml(D-10-1/2-S) 

tpumallivigii 
pyrogenlv Tag iiiiiviiavroviavmatnin 

10%t4 0.45% Sodium chloride Solution 611343429112914 USP AD BP 

Polyethylene At Polypropylene grade *milli 

350 ml 64ln.i1Mm( Closed system) Mi 

VI,LIMIC1DJal,104 i1911E1 

ChlorobutylVilti Bromobutyl tluitismArnittitut4 18 ak 

fl9nia4 

iiitak '71813-191tY111 woOr4I9 wtvirAttna 

tiltril4Mturio 1000m1 sr,Acalfl41A0vONtrtthefithlaurvii 

014t-yanTuOtritA4 uvr,IntrmlivainuntemuraorittudriuquithemIALvapraltianthioDictii 

4. savin ItNtetlifitiriltnOfnathttiatirm9*Auuvrnifin-aol 

1. klltItlint`71101.1V11Vtillth'10114111L445Alat 

1.11:41f11JA0Elktli Dextrose 

2. DTIN'Ul111.111/14114intwavaiafaSfinviiithArm 

itontrimonavtru-nIfititaVniiio 

3. inI14nwhvgiflo4LturErililLmnr.*Am 

manuoieconmOv,Z1 

cF7-4utriTitnirmirmumanitrunnta, 

frami13tm14trai9t 

oraftmlin-mtnRQR 
1.1dentification myrac.1214 
2.tquaiiiiiniiku 
- Dextrose monohydrate 

-Sodium Chloride 

95.0-105.0% of the label amount of Dextrose monohydrate 

95.0-105.0% of the label amount of Sodium Chloride 

3.Appearrance of solution clear 

4.pH 3.2-6.5( in dilution less than 5.00% of dextrose) 

5.Hydroxymethylfurfural onerit4/14 

6.Bacterial endotoxin NMT 0.25IU/ ml 

7.sterility test 011r1SP.111.1 

8.Extractable Volume 41170.1114 

9.Particular contamination 

-T1041 	.10prn 014Ctiu 25 invi1A/rn1 

-turm 	251.im 013.itnu 3Enerwi/m1 

allrl'it4114 

10.Pyrogens test maear4114 

itiatithei TillitsittiormarAsolii'ufitith'illil 



tipsittOwir 

1. O1uiutelfillirlI411:20E114f11 Mf3Nawn4vangrilvAlirmt 

2. 11442149611404Figl4Yllii.11121341011r141111fallEIT/ID4111:MINWIWIIT4TII (GAVVIID GMP/PICs) Ilif3V10911 

tenvenviiniiu 

3. 6.0,4"Acnrit-o0TAPiertat-rtIrtisolte4tnifilmarionsnuul'Amiltultqcsiwninslwilknitio4ninazymqvirin 

ratiturolIllipmingn witm41091411111r1SVIAratiatilgin9tuirmal 34S11.1.11011•614:51.1111 

4. ANfItlitawrilrulitiwrirtiotheaou 1 Lwil Ilif11111M141,DfIV11111112194 

5. itins134Rintilth4f110434DUDIENIMY1;113111EIUfl'il 2 t iturinliAthNou 

NtiliminefitfmursMonliti Lot. 14'GM., 

6. tolltiiviriMitiatalvirt.1•ANniltutimrmlitateadiarrigqinfillaquifiiVotiniIIIVIrtIMSMITUAIMAit 

1115i1114313429111114 IlitYlliifl$TLIAGIVEllgiraii41E1114111141A41115 

7. q 	ULtJJ1N 	LVn1Vfl1VUn1W.Q1 WA,IfineriOtumwsfinvdmait AttOtrinviinn21 

/114thl£113-Mdtult 

8. tdiltitAitli'un.lthmtnUsiovfiLA344-nmaintrjfivintl'iustjimilfl'143-1GlintpliflV1341101‘14M11011111 

ifilignitifiD14111NUG1 



TIONI.I11.11a341411171101111214113.1 

ratlItifiltlallit 10% Dextrose in 0.18% Sodium chloride Injection twin 500m1 

4ii 10% Dextrose in 0.18% Sodium chloride Injection 711.11A 500 ml(D-10-1/5-S) 

frittsginitodall 

pyrogenta Tag Iiutrimmtmaemin 
10%1140.18% Sodium chloride Solution onan-noiniu USP As BP 

Polyethylene lifa Polypropylene grade dimiit 
641:a.nit91( 31191 

18 Lag 

flF1113-1 

1. 111111114111014fillVnitililiffeilflliETIALLM: 

1.15:m91.AvAinn Dextrose 

2. fritfUnnrcullittitantottimleinkt9MtviOthArau 

ussnlit1ailastvem1lt-4-r1Dic11s4 

3. ing1tint1lOtichainu14*.n9illtnitQm 

InTltridarnuftfri 500m1 ,r,Ois44,410solivErtthaitaliisungirt 170 ml 	Closed system) 

vurrach4etilws4 tirmAis 

chiorobutylAs Bromobutyl tutisttridiouttivtusi 

1114061 id1410-19rinq tstOrram mar:Attu 

ilfleflTaStniltl LlVtlf111141D411-11411.01111.11161/1"ThdlUlt-iltlAbllediffig341.1M391ITUClitle 

4. STIMIllt1441011TtliVillErl 09141-iltflillienl1*IFttill.la'9111114114 

1110111.16ifITUVIfiljnefri 

alli1JtJ1I5tthoinviuuunizuzu574, 

nitmulromnrmls 
F4010341.TRY1141/IFIOR 

1.Identification me-MON 

2.illu1s1lt1iliku 

- Dextrose monohydrate 

-Sodium Chloride 

95.0-105.0% of the label amount of Dextrose monohydrate 

95.0-105.0% of the label amount of Sodium Chloride 

3.Appearrance of solution clear 

4.pH 3.2-6.5( in dilution less than 5.00% of dextrose) 

5.Hydroxymethylfurfural 61171Filld 

6.Bacterial endotoxin NMT 0.25IU/ ml 

7.sterility test 9117SG411.4 

8.Extractable Volume oitnr,i'm 

9.Particular contamination 

-1.11KW1 210pM nau 25 oknin/m1 

-tuloi z25pm ittutina 3ininieilml 

415013;41U 

10.Pyrogens test mniPirm 

TAttlittignvisigisciiiiiiittisl'ia4 11.iiratvicter 



dmittOwi 

1. OTUTUTE141-nlitaint1114111 retaLMAttnVemnitlyna 

2. T14,11110091th#1141115i111V4111VIn1un1lraolenvnlzmwfi1nwavi (GAAPvila GMP/PICs) lAi sii):46L5014 

1,5911W1TaltrU 

3. lt1.4ta'alficirtiOlArehuniligUlt).14104i9111-14quwionruN"&ifTherlconntnirklArnAtIflThiniWIVMtl 

*U1i1JU1? N 	 Vtitn-ILM1411111W111,4112114LWOP1121f0111441111flttuunttruzult/ 

4. iitAtiftuvvrilyvi/tawirtittiNitin I sth Wit3:411014LEIIIWIIVI*113114 

5. 171411344111eltE4t110 ,114£11.1iiflaeltitlifrlfl'il 2 t iltmlniSthatau witimmumnailtulielltthnh 

rsi;ciiionStolulistibilionlfiti Lot. 

6. itifitifr146tUtimm4stiiD4intullfirirAtfigiliNbuifutkalfifinilvtuigiWRifigurirtIvii6fitiritigiutstAiii 

n1lidU18434191'ru 

7. rtn1ti9rAt4TuAmmbisitu4i-hOoPv11raiv14tiimum NbuineNtonlarmatautt AstOtivtititinnis 

tuthinialdvulti 

8. @ltitr;i64iiiitilitnINtilouituiligal41141401S4 ;€1,P811J'A 	i MILlttrAWAVII-191iTltiVI,DVIPPirlf1V1119lt911121 

AfillV111Wfif)144111101 
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ii,114111111a111,11117PIAltithaVIN 

FICHTIVIE101:341111t Lactated ringer's injection 1000 ml 

tii Lactated ringer's injection 1000 ml 

4twilNii*Iliti 

pyrogen TV1340 911341429nriu USP At BP 

mEq/L 

mEq/L 

mEq/L 

mEq/L 

mEq/L 

Polyethylene Ati Polypropylene grade illAitill.1111WleG1 

rAmtlf1111113-1114111a:',V13411111141AVACE3 1̀ /411111171441f141,11%.1111413-111191•12£1 

Chlorobutylmti Bromobutyl 414DivvilAgtivrnituDi 18 Or2frilvfinia 

TIA1,11111ALV:MG11113-11inGlifElai141f1 fle1114111-1111149ifltlalf,I,Pta 

ii4N16 iitV134G1fl1ti La/Mcaoi LatiranolniutriC5 

1. Abt147.47/116,1011t1tritIlitlfritlf114/511filat 

ttufnlazwititIltnfrukv 

- Sodium (Na) 	123.5-136.5 

- Potassium (K) 	3.60-4.40 

- Calcium (Ca) 	2.43-2.97 

- Chloride (Cl) 	103.9-115.1 

- Lactate 	26.32-29.09 

2. fl11114:111111.115Int 14111/111:191rIelflUtOlVQVIOvenkfl 
WWI 1,000 MI Lt145:-.1J1Jt41( Closed system) 

3. incrilintrakbAufin9n404Loinii.4A 

Elltrlt1 ltarlflEl1iAf1111-iliglintliEY1TVITT11111V1 

4. slain 1:144DWatuvrt4u1 0114115r-flffilihrlighLILLV:.11711-11111 

Dtirbrimuuunertuzultc, 

qtlaffillittlY1'14111API 

Felf041111W14111ROFI 

1.Identification ofirroiriu 

2.1.1i1tlarn1iiku 

- Sodium (Na) 

- Potassium (K) 

- Calcium (Ca) 

- Chloride (Cl) 

- Lactate 

123.5-136.5 mEq/L 

3.60-4.40 mEq/L 

2.43-2.97 mEq/L 

103.9-115.1 mEq/L 

26.32-29.09 mEq/L 

3.Appearrance of solution clear 

4.pH 6.0-7.5 

5.Bacterial endotoxin NMT 0.25IU/ ml 

6.sterility test moive.irm. 

7.Extractable Volume 911TiF1111-1 

8.Particular contamination 

-111.11G1 	1(:4..im fillikfiu 25 infirm/m1 

-1114161 	25pm 013-iaiu 3fThinewi/m1 
 

41.71eith1-4 

/„..--to,vrviPJA-7.)  

9.Pyrogens test 01170:1214 	 ' 
1 7ks 	L.?  7,  

10.1*1411414/ 11111,t1A11911341.11*1210ilitAV11:64 1 	i ---lig 	4 - 	.• 	.., 
I 	1 	r 	. • 



Apuitthei 

1. Oine4t-niturtnutii witm-wmanwrivaririu 

2. 11411140A6111f0411141111TUIEJWIVI5311,1111 4a1SM94117:11714WIT15/1171 (GMPV1143 GMP/PICs) nrni LIAM 

viinV'matiru 

3. LtIOMPIfitirairthill4fIllilltEIJIV4i1111141143•110112114N'Acuitulqam-ninlnithAlutialnitutwanoMn 

einn” Amlinnitfripisqmito 11%-1660141,011W11101/112114LIA:161121t01111013-len.thamtnatum 

4. Apaiummilrtrikurniiittiililou 1 LI.V14 Ilit37440141,D11WISVI*112111 

5. tium4G1DITANIE110434f11.19NO,IrirlitbillOtlflrig 2 	Ufl4tflJVAVVizawanailltilLomtvItrat 

rsibilioniiimultirciNbi4omt'1J Lot. titim 

6. tantnivrmtuturiniivitmmliultesitiwienbuituirrinnuIrtriortvg14nm.virtivitwtrniuthaciDiju 

friliInfmnirria ultlinANTuPorstutiiiiigritittaiilohLqung, 

7. rit1tvatieli1JilicurativeriOtim4fin1viciourT1vi4m Nbisityy161m4mqvdpulti vilvtOmontriinnil 

truMmuladtuit 

8. renuszjit4i1ILIA£11.1NbliftWill+11491AezlikillaliklamtraflVINGIBlEpilf31,13491tWitilLti61111I 

Lo€124411110144+1111491 



UsIVIV11.118341111-171URligthaViti 

crartistutisaviir Sterile Water for Injection/min 100 ml 

tir Sterile Water for Injectionnwi 100 m l(WF1) 

IfiriniulliMil 

pyrogenTV ISO WilvIiikINYINIWIGICADOWil 9111-1141911391.1 

Polyethylene mit Polypropylene grade tiViiii 

6nrutital( 

1. ihtifIdATIO141111.11W113191.41g5A1Mr. 

USP Viia BP 

2. )19114-1.115TnIv4tuntunmartiotmA4vilkni 

1.1Df11.113.1101111=M13411tIfillitAtr91tJl 

3. finfr14ru14efsch4ttl41tivi4ilLmitthigfri 

insitritetwim 100 ml gazdia1041,i0AtamtrAwfWatindi 65 ml 	 Closed system) Obi 

111.1/101,1k41.1t4111111-iinfrbiiti 

Chlorobutyl via Bromobutyl 44UIELLINGIQCSLIA4 18 

TawNidumtgfriimimmitiaitirtitii g 

iinibi iion4frIfi1t Mt‘a:#1 it 

afilVIlvtin Tau-1414v LmtintrtlAvAgvillintiitnifr-rriuttntri 

4. SIVin Ittlififiratlyvvilti #authr.nffisrotniikuLmtfirimuni 

wrnaluvrnvicntumgvulTA" 

1athfid1ibu2Tif3thlir'frivauu4mithttulli 

finstanThvi-mtviallft 

siontsiannunnqa 

1.Identification rAll'ir,1114 

2.1.11341C4ParliWitil 

Water for Injection critracha 

3.Appearrance of solution clear 

4.pH 5.0-7.0 

5.Hydroxymethylfurfural mnar4214 

6.Bacterial endotoxin NMT 0 25IU/ ml 

7.steririty test cii57/r4iu 

8.Extractable Volume oltrar:lita 

9.Particular contamination 

-WW1 	10prn 	''Callnld 25 itnin11/m1 

-ilium 	251..irn 11131triu 31V1191/m1 

01IrMigld 

10.Pyrogens test rrinnhu 

11.viritiogui ThiThalcirmu-rtroiriiiltfitiirm'ill 



1. aliviino4m4nintluusn Ylif33-1610141ffif1VII14113'11,1 

2. 114411AWOMADNIGi'll4112lit1111•13-11M11W1 N61t124101111:11111.1%1515t14,1 (GMPIAD GMP/PICs)141%-lUM14 

Lflf1W111,4112114 

3. LtharAciuinev104huniliutiotfaillt-wmaimyiuNtAmitutiviwronsuliAotaltimittsutwanaki 

OoltinevIiThrienndis MID3411014lflf1M114112114LIWAVISlatlAtThill 34flauunimanntl 

4. iimaitamilvitnitioirtivtiNstitu 1 0314 /th3-ILLMINIIIMW1114115111 

5. ii,11,13441WItAtiNE110g4434DuiviadDititthiatinrji 21 IIIPign0434Pfni IlimanntIntrATILAtizimicu 

r4buituirmultTrM9A4a1tiu Lot. 043.1th 

6. runlilmq4ArtazurrnifichoniAlwilir.thnlinwbilioni,lnstulintrincsinilaturtivlowtntruttis,Aiiii 

1115T111043-119112114 UltiVICTIO4i1JPG1411311041N14114f1119111%.11115 

7. OrmstiviimAnacAgriftwricludimvniviriimiiimum rAmi-inentic4o2vi1ti14ri mlvLOnwitraint-ili 

tuthimsittlil Sian 
8. rlitlE19:difhliilLIACUNblan41111.113-4411471400etifilATJULdflElliflb11-1GlintplitV11491111N111Mr1911115 

LOV744411111filnifilVIII91 



1.3 

114Y4V11.11994141717114011A?.JAViu 

Fealintiftaigitt Sterile Water for injectionnaw 500 ml 

tti Sterile Water for Injection'tnn6 500 m l(WFI) 

Ituffittiriritliti 

pyrogeniv ISO tiliTillitafiVINVIWBG49610i1 9113-114101131$4 

&-Oirav Polyethylene AD Polypropylene grade &mit' 

170 ml 6nrutit6( Closed system) 0 

VI,L7Jellath'Vlail4111113.141101siltl 

Chlorobutyl 1(16 Bromobutyl 41t3IDIAY4kE11:13-1tUe4 18 

TaltasuRtflpnuilatmifswiaittii fl 

rildNk 714113-191111t1 mt0r41,1 Lyn 

InTitilifitnnm 500 ml tatait1044A6013-mr44616-1116tindri 

LataMmivn Tatritoti tmsinui44Talviltinillt2aorp-T1Jt4'1tn 

4. gvin 14flarafjp(124£19 *nittItimpukuiirwigitlV:',F1711-1l154 

1. At111444r1IttudithiptlIntivisnuvr, 

USP AD BP 

2. pitunntlinitatitunitutvoivRnioUmS1 

tmutm-ffilvnonavr,vuentAluDisinAio 

3. i/MiNinuilOtiivivIvnlartrililLoirizt06 

wrianquilenoistjtims,i0ta 

rr-LOCUOIli'Lltralifiti'lli411A1,11.1144114114t1JSSI 

fermatithrianingct 

Fledinallb11413114R 

1.Identification oritriPirm 

2.11114111,16TQU'ItilkU 

Water for Injection on/40h%! 

3.Appearrance of solution clear 

4.pH 5.0-7.0 

5.Hydroxymethylfurfural morachut 

6.Bacterial endotoxin NMT 0.25IU/ ml 

7.sterility test 617w4114 

8.Extractable Volume owyni-na 

9.Particular contamination 

-1211,1201 	1(;ium rtalifiu 25 tawrgevmi 

-41W1G1 	251.im MIMI 399£1191/m1 

V119,P1114 

oitrceilu 10.Pyrogens test 

ii.*afrathei Th'INItirtuLatrpiiiiiiitiiii4 



//4r 

dpultOui 

1. Ottl.141.11111111414111tAt1141.11 WhIlllg0114111%1114(115114 

2. 11141140 ra 91AD4W1141111i1.1ID,13-11V151114111IGAMITH11111t117114T1telltldT1 (GMPlItifl GMP/PICs) 11%34 10914 

lf-111W1Illit12214 

3. AuNbatuativ APilufnIT'ult4tvalimitn4iuwwinqucatituefintArnnfillwiiknidtlnitutriwian 

'O&M UMW] flT15141151141.6MA 4111injgfrdill Nisfunurnsunnta,  

4. Avattarwilvitni"Intrmslotheausi 1 	VAD3-1115911wnwIlv tifirn4 

5. tilammtntitthism00434€Wiedtritita-iiioundl 2 t 111.1911fl'Y14f11 th WPM wia34 11=1111515T1i) orsiniuigli 

OguitvirveluwileAomeiti Lot. M'S, 

6. tanlani4muzuvolitchormiuliwnirihrigar4buitypinnthilviivitiqw-rifiminiltiwytiviDatritTuilAtAgu 

ultivicra4iiiflortitnoi2TiN1titur2wi1ttun1s 

7. eniustefio4TuarAtnakbuisedS34MITIAllifl14111141401 ablfTtldIrlit3.1 615491114 CSB141/1 14thet11119rIfIfYll 

vuthivaiiittautti 

8. ilitiEllalf14Tuuthuramicht,Up4quouiticlifitutAuuLdetrani'viNmoitiviloviwitnqvitalliG11121 

tOuvws-nraitutimmum 



£ 0 

T141.1111111404141117n4R114114TV134 

swainisogasawit Sterile Water for Injection/Yin) 1000 11-11 

it] Sterile Water for Injectiontumm 1000 rn l(WFI) 

410413411114119.1 

Atm u.ar. pyrogentv 11,140 T1uDivri4matoiCiltmin cormanviirt4 

Polyethylene At) Polypropylene grade iengu 

350 ml 641tutito( Closed system) fl 

YJI,149114,141411:7141154 141419914241 

Chlorobutyl AD Bromobutyl infloumArnativaio4 18 

fl 

tillN1491 "114113491€1941 IM41.0a91 Mil 

ultiinaortrom 1000 ml Rzotimeanythivigueithitmndl 

.1ton 13-10Elityli34 1=111411101i£111149911.10r1i411T91/6111,11C14111311:OuThAtatflpnivilatmrit*Ealiti 

4. 5441'111 1411411%144131414t12 th14111:41.01.1k£11i29itljaft4,1171411144 

r 
1. ‘rnsialtirl I 64u'l1Jtinta1n 

USP Ass BP 

2. frinittillottillittalantourrialamMNSeittiviikv 

t9lUefIlii1916111.1.atW13415114:1114/AVA114 

3. cosmintrmiiiiijitlybutintra4M12:thinm 

wria.mumuoitvavu-fitai 

14:16114974U41115flti'lli91M41.1141114114:1.1159, 

ir11041Thirl4LYIegfi 

IftIli341IAYMI4VVIRMA 

1.Identification mtriPiena 

2.truituoTraniikii 

Water for Injection tgla,r4ma 

3.Appearrance of solution clear 

4.pH 5.0-7.0 

5.1-lydroxymethylfurfural 915701214 

6.Bacterial endotoxin NMT 0.25IU/ ml 

7.sterility test 911"14nill4 

8.Extractable Volume mtmilu 

9.Particular contamination 

-4114'191 a1Opm annu 25 twrin/m1 

-innoi a25pm 116-kriu 3.msnim/ml 

611')Rr4214 

10.Pyrogens test 91111479.1114 

lit Wilb14111911341.11*ff9ili'llOW11314 



t I. 

dvam 

1. 4Thiu5ion14urtaiu2J2 viimammnwnwif151% 

2. 111421AblAtINIFilldfIlliblf034141111141115r4b1S.M£14111:11114a2521f14,1 (GMP1I199 GMP/PICs) 11%34 LLVG14 

L'OCIV1IVIT15914 

3. 6441 §611-TIWPWITAF1114f1141.11fWYPEKI '117f1111.13-11P1111UN 'h ouTtlevicilvivininviikautto4nintrivqvirm 

rtrouTtuTitIrwermlo l'AV141001411111W1111‘fly114aVeblI'4lifIltn1 maninantisunnti 

4. Afata.mif-NtMuurrnivatiNikm 1 avil vuitniamanwilvikru 

5. iiniNomnrEmifithavindiEdvisitaiDundl 2 ti 171.19111`lithWEI1.1 vviimu.uuttintistufivitinatAs 

AvirifterinimuliNplAvt4mmt-Tu Lot. M'S.1 

6. luintnvINPUttatirtliii€4nillthWirStaifwbisinegirifinunviElinigoifillumitivIIDMMTuclucillAtiu 

inliinfotintinn uniThiitNiunnitnufra+metwillolitclunql 

7. litivtaieliintrAuuramanividLimignirisiourlivitm rAckiritu4citalmonvileuit 1ilvihm1tn1nn25 

tuthifrnitifldvat 

8. ttivitritchJiuttlikucanitini.t91344tinucirsairigtealAsliudotrAn'via.opErvitinnionntivi1ornmnen 

Samaywitieutirnium 



21 

11111£111,1221414151741461111214t/134 

fr IfiflIt166931141114: 0.45% sodium Chloride Solution nie 500 ml 

tir 0.45% sodium Chloride Solution Inriq500 ml (NSS/2) 

siononronthill 

pyrogentv TAO TiiirniTtDvirilVIVemati9wienkrensimfritmoigui 

919142119115114 USP IAD BP 

Polyethylene vita Polypropylene grade i'miumtpiemitrw 

170 170 ml It1145:..tifli (Closed system) fltmikantliviontiazwiNquthia 

ChlorobutylvMD Bromobutyl 4anumikuttivam4 18 a1/20138ian Tam 

norriNmarnwitltuvirgtiCA 
Pal i iqa ze7n4 us, flildabl r/1411419111112,1 M71‘A‘91 IM7112:A21149111fLIElliti 

trati ttavrtnaiit.itNvit.101-11tribrit-TujgEnT3Auqt=r,floioutIminitivivigii 

1. intituntritauenvtantmlnirmkiwittat 

0.45% Sodium Chloride Tutrifirwijuisitia-itia 

2. fittfunntl till/eiturnittatrinAnUtoMNOvilkm 

500 ml St 

V11414114 lital 'MAN SUM, 1.itiobi1u 

3. itly-IN.IntliAllisrlfmtwint.rmignfiritvIei 

4. grin ItIMIWIIT210914212 *3141iltflE1J 

141TVI 1,1411141111114:1111, 

11142041Th21141r RQ li 

qt180141.1.1411141/1491 

1.Identification 9117i 91114 

2.1114914119172122i4211 

-Sodium Chloride 95.0-105.0% of the label amount of Sodium Chloride 

3.Appearrahce of solution clear 

4.pH 4.5-7.0 

5.Bacterial endotoxin NMT 0.25I1J/ ml 

6.sterility test 131199 91114 

7.Extractable Volume 0117,91214 

8.Particular contamination 

-mem 	10pm 3:16-iifiU 25 01;1411191/M1 

-2114'191 	251.1m #1134(114 30inin/m1 

onimirna 

9.Pyrogens test cAtarnirrg 

MiAuttlfirmu-Sifriiidtigral 10.vilttitiumi 



deultibai 

1. allT11510111411411:1ffitn4tll MB3-11.1Mllmnwn1flhyna 

2. I14411.10094t4rAilutillimo4241m2114f111NbItle1111011:31171%qT11111111 (GMPAll GMP/PICs) Mtn-IUMW 

11311t1211,1‘11311.1 

3. LturaffirifteggAphungliutimo4iiiinguvioniquOrnifaviNmalwilwilAquilvolizutwvnaAn 

Nksit-trithiertmin M'in4lamanv-mirrnauwaionlitgnistii mn.uunizannti 

4. Atideuvvitilvitratamvitiptheavu 1 u.vil Ti litn-Illfitl4venrmifirt4 

5. tiusuovalcoultn00434aukaticirthlitivvii 21 LTIF4911111134591J M'svulautonv-Aliolinhat 

N§oilit-oftmulihebAleftwitu Lot. 041mth 

6. tanwirwmatuvivitimh4t-rdrulymnitslisrantelisinn5vIvitrwnvoilt-mtwolgvigewirnMaiu 

n1lill1D43414115'114 111tYlikainG1/50119121:1142£111C12591111Q111115 

7. ErtIttrills1itiorthiuramiftwriththia4m-rmisiourirm4m NbistarAitionomidoutt AeLOtivityrinnil 

tuthimsitAttault 

8.etitonAtNivalthnuAoisinerith4114Quiatotilddtnuthniin'*niminviltnmoltrviltlifipingl 

AD14M11111111141111V11441 



22 

114M111.11ramvril-121usaltOt4tia4 

quagflIsItlitLfdllit 0.45% sodium Chloride Solution 'arm 1000 ml 

4ti 0.45% sodium Chloride Solution 'time 1000 ml (NSS/2) 

finatinantraill 

pyrogentv13-100 Immiuthrilvimailfrwhilr-nDuArmirdemi 

9113-13-12fillynd USP •ViD BP 

Polyethylene viti Polypropylene grade tiViiiutilleltitrtnnoi 

tafli 

1. 	knst-ta71QI1l64mlatnis1m91ntioisman 

0.45% Sodium Chloride tkiermiti11.911M1161 

2. nitlaturn tillgivirwitifursvalVMflUtmelOgriotiqv 

1000 ml taitifl414MfilkfrItild'itgiatifirig 

tfiCs1tl4 ILLVISADIAILMITtitilMiti 

3. Inwmt-ie14itikairtriALPi11zthievi 

350 ml 1,§1.11:',111A01 (Closed system) OgVntantri3-1161116=513-1'lltt6114TA 

ChlorobutylAD Bromobutyl 44Stivi4AgEniiNiumi 18 larlAtElDfl 

flmo-n4vnaviiiviusititvic,Pv,a 

iluram 11141)1mo12i mtMram LatLOsnaiigiutriPi 

41-AN lat1fIfI14 	41i11iO3V2bl1ft1141£111auThyuarflwanmMumilucciaclitii 
4 	51frifl irNiewn-iturNui thutIttnvuihtntwituttaznaL74 

vsiloYmmutnorrinzulli 

FinamiutormvitIQR 

quaffinitiv114traflA 

1.Identification 6151'ig114 

2.113741t1191%1Elgilfiqj 

-Sodium Chloride 95.0-105.0% of the label amount of Sodium Chloride 

3.Appearrance of solution clear 

4.pH 4.5-7.0 

5.Bacterial endotoxin NMT 0.25IU/ ml 

6.sterility test 0119101114 

7.Extractable Volume 911W4114 

8.Particular contamination 

-1114101 	'10prn faint! 25 inimm/m1 

-twin 25pm ahnu 3ininie/m1 

0117/W114 

9.Pyrogens test 91119;41U 

io.*thibri TIMIATIAULSIgetrinillailiVA4 



1111131161.144 

1. Otigutmilfunditnal Mtn4u.ommnrivti-nliu 

2. ilmidraloAtmiqurasiin€41-nainqufmr4mtritelnItvitmvisiltucJ (GMPAD GMP/PICs) yvioNawm4 

Lutivitiinriu 

3. lthdraminvpillAOrnanisitutmpioitInIqua-rmynaw;mtina4qmoivininvilArmdulnizunlaiwn 

raverterithirtrinA 11%3-IllfiGIALD11W15141151141=41911ratijiffigll 141D11.1111111/11=511 

4. chatamilviviA-mowtyvatheau 1 avk 

5. PhIVINGthltpPEI4E11000-141U01.4340flititaIDDIldl 2 tI Iturinii.s00434an Ms3-amitivanwniulLnitAnh 

r4oilinaTilifm.ilirilarfttho14M1J Lot. 04'oth 

6. Turntiltimn-urAtrimildiimniltilteriziwaraniberitinnulmnFrivoinmalvitiviquvrrnitatidMiu 

nilitneonniqu ultinjiihiftPorditu9i44141tittimAilnungs 

7. r.i7J1WirADNITLILIffiltlukbuinealAIIMMINIfi914111101101 raoilineriAjonormaimitt vilDtlumusinnll 

tuthimilVdmitt 

8. fsit112M144i1.114£1101f4411Thdlith-1411491ACI4VTDLlithlULthitrafIV1 144101IpitilVINGID1C1111t3IMGMIS 

lthalV111111111141111,11401 



• 

2 3 

ilivivauntrnaRitteltsui 

Fetilltlatticallit 0.9% sodium Chloride Injection trldr1M 50 ml 

ta 0.9% sodium Chloride Injection intIGI 50 ml (NSS) 

(10aftNITAVI2T1.1 

pyrogenivISO TiMmilut)iv2vv9mAtowl2 

cbloodetniCtimmfutriluvcritm 4113-13-1211111114 USP vila BP 

Polyethylene IAD Polypropylene grade 
ml tialiffnerititOaa;b4t2ueitiiivsmriq too ml tThnn.ruN (Closed 

1LL4113101€411AILLIJI•it-whi2v 

Chlorobutyl Ain Bromobutyi 44%014qm:tu1s 
ilittuthutatOnamilimmsTu 

r11,114ble11411301tYlq tatOtar#1 1s1J 

18 avi4tyfintatntrAN LwzIntrwlit.timintiitriTwitiinlici 

4. warm 1:6Niov2atUYI2'El2 AlalltflellA2ielkipSZP111141L14 

1. gfiNfutiffrikl rluwilqr,N-iEnityvaintivilon.tv:  

thr,n9uAluiratn 0.9% sodium 

2. 11111,1-1111411111V1114-121114ZIAIWIVriaMWYMY19919E1 

42141111114016141142G1 50 

system) OlmuvrntiNamlttzwaNalt-itirtuTNnotial 

3. Infril. ints-mitrANtturtn4wnattiTh 

oicklii Onalitruvriuoiatenlcintai 

rztlitnolliutrillivtirioT9tviutturntruzull, 

leaffi4a1114t1iinR 

ilitaffinntinitifiWas, 

1.1dentification anrroirna 

2.iliNititirgtgiVitij 

-Sodium Chloride 95.0-105.0% of the label amount of Sodium Chloride 

3.Appearrance of solution clear 

4.pH 4.5-7.0 

5.Bacterial endotoxin NIAT 0.25IU/ ml 

6.sterility test (47),NriN 

7.Extractable Volume 911701114 

8.Particular contamination 

-twin 	.iiplim aiLlu 25 sinsnie/m1 

-.11141Vi 	25pm allill4 31114,111Filml 

Poitnr4114 

911701W 9.Pyrogens test 

10.1)(11/1411 TfuNttirirwitatoiaTuetigNii4 



delittrtiuq 

1. Otuiint3ormiumAtiutn 	LLM14 tong-mann 

2. t4i1ufrarAciAtIoliunilitutimmiltruni5rammte4nInitlIVintlaci (GMPIAD GMP/PICs) wit:13-1LLVGINI 

Vilf1W11101g11111,1 

3. tuNtiolsitivig4Thilutliliinfilmalirrafiliu342015ruNbisizairiViViVifillairigAQuiltinitunkmigVin 

Nbiiinnitirinfamitia witaittWmiumfillviftimarrii911/11-01mal Pan.uumtuzum 

4. hatusiiIrtrialurmticatirmileu 1 LLIA1 VaDIAMIlLVTIV1114113114 

5. iimoralsonsivAthapauctiD44Entitallifiundi 2 UflIJV1Jrihmtutunw-mtutmistAnk 

OseitirtrtitimigINktuftwiu Lot. "M'S1 

6. tafiltifriNetuzurivigikimmitrilMlinha/fr4blfttlekilflf11:4111111f11V914fillUYINE11/143E111:114thitAiLl 

f2lill11141110153114 UlITYIAMilInGlift31104541£11141111fri'lltUfIll 

7. thqvnittlitarAtiurtinnadfnanTrifiuutirmum Natiaitwrilltm5ormatoutii viltithmiutinnqs 

tuthimutiOdtmitt 

8. r1/11tIcitilfl4illtticitIU44;01fifUlitg114114'1140(067JD LIA£1141.dfltlitlAVIN 	M£11 TAD MGM 21 

Slai11INfi€11411111101 



2 zt 

T1491t111.11S3414-111290111.0214114 

Fedintioatvawit 0.9% sodium Chloride Injection ilttle 100 ml 

it 0.9% sodium Chloride Injection V4191100 ml (NSS) 

treignialtritt I 

pyrogenlw lag itilthviiinwilmframihmfrii 

ChlorideludelimilfuLummitTh 911143414912114 USP vibl BP 

Polyethylene AD Polypropylene grade 

ml StiogiD4V4u0ABOivtiitiluira-iiiinfinfin 65 ml &141::uuto (closed 

voilosivallaIl I3itriG,4gt1 

Chlorobutyl vita Bromobutyl thuleinimAltitt 340.194 

TaAsAlittazkarititlpemsiti 

authr-riflual'augiikm.rmamats, fruPiNcoi iTuvaffitlq LaAr4;91 Lai] 

18 dirAtlEifl TauriM-1 Lav1ntnzhitittn1Entmistujitri 

1 	intiturstaTitalusellataguthriminkigvuor, 

1.11:nauktikin 0.9% sodium 

2. intitrullivontrittuntunivrianlAmeamigiiiqiilti 

imniutillsitilalvisnfri 100 

system) MM1Jtf1113341911L=V134111I'llaniito 

3. Infr4int2ltittstlurinv1lg4tA52rttm 

viugii flmailmuvnualfla.tv4v1p1 

4. slain snOoaratijyymi 

vinthaniiiimaTravd/41frivauutanavannti 

tlat41111711.11401149( 

qttafttlITAVI1ILYIRCIFI 

1.Identification onnaciriiu 

2.1.11WituaTiThriiifttii 

-Sodium Chloride 95.0-105.0% of the label amount of Sodium Chloride 

3.Appearrance of solution clear 

4.pH 4.5-7.0 

5.Bacterial endotoxin NMT 0.25IU/ ml 

6.steriray test rinelrar.itn4 

7.Extractable Volume ifit)iiriiim 

8.Particular contamination 

-vinm 	•icipm Plau 25 in4nrim/m1 

-time 	25i.tm fitualu 31nrie/m1 

9171,r4114 

9.Pyrogens test 

to.viatether 

elliraciinta 

1MuT1.lan3Iu-Arrinfueiiiirwt14 



1. aujutoonliwnnIvunitmaymanwiTokra 

2. TIN11441b1P134F1114111i1.111.0/11V113114f125P.IblEntliil4fIltYlliNIV15110.1"1 (GMP11119 GMP/PICs) thLktN 

itmmivanyu 

3. tuNbuity/littoir.,friut-nliinaltolirratiliummnilacArmicaiitqcnverAniswilktlitnuitunlaivAn 

Piamlicevith-wmink IlivvImommnwrrn4nymtv:AgrAgnidei von.muninatutn 

4. iiiatuvvilirtnitiumniiitiehnItni I WI NeiDNUMILIIIIV111411111.4 

5. riUN346611164U10434606afritift.iiiinfltii 2 11 111V1111144d134DIJ VADMINIMEMWIST1J11.9151:-Aflk 

0611it101171041.111;tita+144611461.1 Lot. 1414'fll 

6. TurmilviNnuitturmslijislniltull.4911SLIAMblfifleir1672flf1INIVIWIWIM1411211111111£1141.0V0111711.4311461i1.1 

1115ii1159434201121141.13iMADNITLIAM11041141gUt1110iltr4141111 

7. Gliti1tltAf4itIllAtIldtaffIlitldliththMailltifieldfig141491 GAVISMIOLLI01140121111D14/41 thvwitrrrnwn 

tuglimiliOdoult 

8. renitoitcrip4imilAtnatuinaihtfiv4quenAiStriptilimaidimittibmoraltivilonimeitritatnmn15 

Ldisitigniwripuliime 



II4M19111V341+11117114R11,0U4TYiu 

9,111(111104:3141112: 0.9% sodium Chloride Injection Intl@ 250 ml 

49 0.9% sodium Chloride Injection 11111frl 250 ml (NSS) 

49.1M413itteir1i 

pyrogen T9 TIM§ li1iar1lvivomav0911 

Chloride tn,rnimmidtiai9349-iiim 61934341V111114 USP 349 BP 

Polyethylene 149 Polypropylene grade 

ml st(Tra1041401,09Ltharithrilatatmdi 200 ml LtsalttnAm (Closed 

vviL671714kNILL4141111thiGbilti 

Chlorobutyl 149 Bromobutyl 441,319uvi4Arluittit1J94 

tti LtlAtam r,4 mut] vt virtu 

'114071 eliaviiothill urn'tim§91 Lat 

18 tailAiltun latY1t1M14 ll.ta,ntrilchifola-hiliJOrivitorirtulicitn 

4. gala 1ZIADMITO0114t11 *714115tflEllkalligirqp,M.11711-ILLSI 

1. intligntlitl 64V119:5a991151frainkitwmay 

thrminkuviimi 0.9% sodium 

2. Mt14tint 1nt1av714.1111(14rINVeraitleiVQYign4ikati 

iniiiiiultpritimntm 250 

system) flIftLID111.113-11(fISLLM1IWIltliknatjt1liD4 

3. /Wm 1ntri4014i194tt 4ritri4Ael1ztritnoi 

c + a ifiri iinuarnmen.4919,nliptai 

vinfluuoirifuw-Ntichrbusuurrnatuiti 

FIEW0341JOIVII1WIRQR 

filild'alaVrIlLYIRIIR 

1.1dentifiCatiOn 6117V4914 

2.tInv1ndfotnthAv 

-Sodium Chloride 95.0-105.0% of the label amount of Sodium Chloride 

3.Appearrance of solution clear 

4.01 4.5-7.0 

5.Bacterial endotoxin NMT 0.25IU/ ml 

6.sterility test 41573r.i211 

7.Extractable Volume ccinirrim4 

8.Particular contamination 

-111im 	lopm Mittena 25 mininimi 

-"Arm 	251.1rn f1.13-1Lnu unorwilmi 

01773P4114 

9.Pyrogens test ciltroirn,t 

io.vierliothef tiivOuTtiornunAroiiTuciti,h-r4t4 

25' 



diEnittthel 

1. OtuNfrrefurtAlutn 111%3-11m4Li3nz5Vi*fig114 

2. ii.wiuOramkopienannlieustmlanrwrilacnultalfinmswvisiltuct (GMPAD GMP/PICs) VAMILLWG14 

L'EMV1114113114 

3. 6.0aolfinaeriOAreiturillitilfota4italluanailyMNallinerliqmwivifl5134'ilkEll194111%14::71WIS 

Waitionfi..wittagnda reitn4amentilviinrnmarihniiruini,inhien.uut117iumn51, 

4. ANOTituvwffirtnimowtEltithenn 1 11,th MMILLM411011T1114fI71ld 

5. ritinumntraz414043-muctitlaintitaliitutifiri 2 ii 111.192flifl4A41-1OU 1^1'5%1LtUUL1MV1IT1MLPIl1tilft 

NblfibelitibIlliirttiNblthfilllft1J Lot. tifitiGith 

6. tunIttvrAmtutuvontivislniAlwninhava'ouinerliam-mulvitnprigminquimivileatitiandatiu 

runomplisqu ulgsgeriNii.Amitnoirititsiturmoliakinil 

7. (itenuttriimijunAcur4tilnitimithdinannwitnaticivium cAcnsinepffitionormiltnitt WitnOvvritraint-rn 

TuthimaliOcivutro 

8. titiwirlffiliiiitlthIUNtimituitak4lurn4Ontimmilau4Dviinbwovitiviitwi-mvitrilthri9ilm 

LOtivniettififiushnuM 



1541.0.111.11%14141111901/1,01.14143i 

luansmarmarit: 0.9% sodium Chloride Injeclion iiiiim 500 MI 

ifl 0.9% sodium Chloride Injection 41141G1 500 ml (NSS) 

100041.1741111. 

pyrogen Titag Iiiiiviiiithetwmitgivivh 

Chloride 66144limijytalumnam Pl3a41911j114 USP 1,41t BP 

fitY-Aoti Polyethylene At Polypropylene grade 

ml eLtch1041A0Dalia-itigtheita-iilaundi 170 ml iulttititGI (Closed 

3:1,LIA114PIVILLCILL141flinMiti 

t i" a A 1' InAlt 91 Chlorobutyl viia Bromobutyl 411.4f111.114G11£11.113411.1D4 

itisual 71013-191411t1 LP/Aabl tat 

18 u*-A4frim Ta-ifluitrAv Ltri,fivi4io413-ivigt10filEravrifiinroulli-ittAigutar.flormilatimelsi 

4. SaitilnOtViaTtlpfriltil ifrallr.nmicisiai1is2iiw1rmna1s4 

1. intitiritattl 64.1.11;;Vit11.111GftlfIlffitSAIIVr. 

1.15::1ra1Jiatirli2ti1 0.9% sodium 

2. ititutult/ Inttotitunifutria-lainet4mAr 

i1Viimilllt1tiGitt4ri91 500 

system) 01G11.111111/3-124111MtV13-111VtillaVAN 

3. infril 414  n u el 1 OR hair 

e nwinNYnaftitolfrp.tvis.pta 

rtMvulnibtrActirilimvalangrnsuzulTi 

irammeivnimPOR 

FionnavnatvinQn 

1.Identification ait-Arshu 

2.1.1134iturriquitikij 

-Sodium Chloride 95.0-105.0% of the label amount of Sodium Chloride 

3.Appearrance of solution clear 

4.pH 4.5-7.0 

5.Bacterial endotoxin NMT 0.25IU/ ml 

6.sterility test 911Tithld 

7.Extractable Volume 011119r4114 

8.Particular contamination 

-11141191 	10um aiiiiu 25 filif1191/m1 

-11149M 	25um aiinta 3ThisnA/m1 

rirnirsirna 

9.Pyrogens test 6117W4114 

lo.viraiveri 'Madam Latai2T1JiliTflii24t1 



dvuttEri  

1. OluiutalnilfrinitAvutn tritmummanwilvartru 

2. 114411AMFIX1ENIFi11411111i11111434961132141111N1VIE1t01115:145q4W151711171 (GMPVIle GMP/PICs) Ithaium 

opnetmgrirna 

3. LtI4NblifiU1101412141111TU11147.1D4i11711411434101121UNmiltwtmarninlwilktiLifonntunivtarPin 

ism/Tunis, 001ftflalliTIWITIA YlifalltV914ttlf1WISVIM15114UML14111WflIgni pan.tnurrounni 

4. AvatthonlintritThumisitti-hrkv 1 014 vviva-amohninwilvihsqu 

5. Ihavu4multgtoon0041-muctivaintit-ii.lesinril 2 1 111.19111/1141143-1111U VAD3-ILLUutfinwilt1MiP5qSmit 

NblitildtElltrilrIV100144011JITLI Lot. 041th 

6. TunittriltnuturivitlictivtrAILmitthsAmbilitierinmuIvitrwrivoliniurirtivilowrauciulitjiiu 

frlitillf143-119153114 taglilfh4i1.1n411ffilPiraff41t16641121411.thdfrIl 

7. Elit1EltiteitNiin1AmmbisinerIOAn4vnivisitutieni4m NbuinatiOta-imonvdoutt viltnOtnilm1nn21 

tuthimitufldtat 

8. OrturatcritNiutirAtnaramsimiLg344quenifirStrnoJOuuaivErAnvia.ivrintpiltivia4mtiqviltitrimnrrs 

LOmmiritioudivium 



11 

TI4Vitlillifil4Vi'llrlitURSIeflAlili 

Pitlaf11:1114.151111t 0.9% sodium Chloride Injection trim 1000 ml 

is 0.9% sodium Chloride Injection VOGT 1000 ml (MSS) 

frafranniviliiii 
pyrogen t14 	iiviitbirioinwithmoli 

Chloride tzliimilualua-m9091 aim4341onr14 USP vie BP 

Polyethylene vilt Polypropylene grade 

mlazoludvithidtivithtnOwitaitnindi 350 ml tt ultuutol 
villt'llaiE14014LL1113171'1G12E1 

Chlorobutyl AD Bromobutyl thuleamksittaituti 

wa :in tri4 chlialviminffitniusraitn TIOAtiwatflprn.n.latmfist 

riur440m tiuvisormq tatONIR twv 

(Closed system) MitnintriNitfilavznilln*IuTkincsitil 

4. gamt sn.lifiwatifirmEn dmaIlLmtnAuliguar,pram.ail 

1. intiturstri616a1laz2tth1m1nki1aat 
1.11znintloTiltri 0.9% sodium 

2. inisunnigylltnaurritunlalamMmaNflinkv 
1000 

3. InWAIntri4OlttwintiNgiVinvitQvi 

18 LIA1/201•11EVEffl latrltrItl 

oiDeff findummuoityiemr,Ov,41A" 

rmilmohiutritrIptigliconsumanitunnyi 

siustatilimniinftfirt 

qtufanitivniLviRfln 

1.Identification 41179441U 

2.tri341 calf.Y1 el All 
-Sodium Chloride 95.0-105.0% of the label amount of Sodium Chloride 

3.Appearrance of solution clear 

4.pH 4.5-7.0 

5.Bacterial endotoxin NMT 0.25IU/ ml 

6.sterility test aitraPiqu 

7.Extractable Volume 61570frIld 

8.Particular contamination 

-twin 	'10prn 116.h.fis4 25 myrim/m1 

-tnrio 25pm faitnu 3Dw2niml 

mo9r,iiu 

9.Pyrogens test 91570111d 

Tcututimurst*aiguiiiit5i4:64 10.1TeJtlii14/ 



1. athinait-rniumath.nan wiva-atv91411111V2114115914 

2. ISIN11140Nbliie*11141111i1J1D411%/1121nompamtrivelnItrtalvisi5t14Ti (GmNiv GMP/PICs) vuitiviam 

mnym4firu 

3. Muraoisitu•plftrnut-milutiminlitlfbrnamminuamithatlynniuliAludionnsurmaivn 

raRtinefitifitlfilin VAD341AVV14111nwrilviAl-irratmAgmicii*nwil vertuuttritutulti 

4. hatu341111111111£10ffititti1411D£1 1 uvil vuitvuomenvemit-irria 

5. juviwit1tity.m100434trutimai2tir2iiiflunri1 2 t itirigniufithvim viiva•ittutnenvilluthmlltimail 

r4oulitirrits4u1tTylpthtmwt-Tu Lot. 04'fr.th 

6. tersillvrimmutarrnsith4nAull9151:1,111,11SanfTherierlfltlINIIIMWIVV141121111171tilleMYIITUthait 

111141.11t0414112214 

7. en1ctiie4guitRimmanituTIOSNwn1vitiDurliv914m c.buinniOtipil4orni1tnitti viltneuvrtusinin 

tuOltitifrifldtuit 

8. r:Ontistk4i-uttithiuNbliitinitsh4ququOthtellAtIULDWIT1134G191S11)114)V1 MY141111D GI 1111 

AINSTWIfiflUti111101 



2? 

IlimintnaaninintriotifluAmi 

fituirmsfuncavnt 3% sodium Chloride Injection turifri 500 ml 	, 

it 3% sodium Chloride Injection/rim 500 ml (3%NaCI ) 

4, 
quiffnavritli 

LIM:: pyrogentitat TiimnitafimoiwuttgEowirt 

ChlorideltaleitriAitoitmuitTh 011343-12611y114 USP vIlEt BP 

Polyethylene Ail Polypropylene grade 

szchditafivkaChiv4witlitiaundi 170 ml tbsn:anMm( Closed 

Chlorobutyl AD Bromobutyl t1L40014Aatitgamfil 

Alj UW:911134604 %attract linnifranq LaroOr4bi Lot 

system) fltmuuntriaomazwnvilvdnititha-lugnamwmutinnli1111191401f3JUILILL1413-irm4iti 

18 argileen Utllt9g34 LIML111£1146iD4TthliDnelfraGliriutriultufluum:Op2miRantiu 

oieta flprimurnuoimpaw,p,41A'aurutioqtunivarwrnnuoinawiniutinannEiNbwfici 

I 	it-111044'1i I,t 14WIIVtaltlli51F1111114gIn 

1.11r,ntmA2vAt13% sodium 

2. fitilu-ult/ InniEittafitilur-riwiVFinTSAArriArni 

iiemilitiltpidGituim 500m1 

3. vifin4 IntinlegicralltulfItYllallfITItitG1 

IlliQU4110119973V152tinlYINIT61111 

4. atm Injitivialifuvrmun 0114115:MMOTQU'lil 

vinflinniniuunTiotiNifrivautnarinsatuTi 

Instaniavin4m001 

ittlat341.1MT1401ROR 

1.1dentification 4117S W114 

2.1M-12f1MACJEIA2A11 

-Sodium Chloride 95.0-105.0% of the label amount of Sodium Chloride 

3.Appearrance of solution clear 

4.pH 4.5-7.0 

5.Bacterial endotoxin NMT 0.25IU/ ml 

6.sterility test 0117%1114 

7.Extractable Volume conrmirna 

8.Particular contamination 

-7111291 210p M flii.itfiu 25 filist19u/m1 

-rou'lvi z25pm 'Sit% 31nfi2c9imi 

elleriGilld 

9.Pyrogens test oitroliu 

103Tn4tiihei TtThirnNtairviniii0Tig1lth 	,,  



simanii4  

1. Otuitme4nAurnIvutn wifaiLmolonwmAtnsiu 

2. inmacirtilifikohunilitita434191121UrniCSAMIDOIlniTlitirmUlt (GMPviis GMP/PICs)111433-111,VM 

tflf1Vill1gt1211.1 

3. itumbuctidevicrthilusillitilimtD4rafilitia-nanynamitniteiViviti511-viiAltiiiviintuttiviwMn 

pibdit-tepi1it1na1ndt3 IlitINILMUMMIVIArlIdlla:49111A1A11101/4111fl.1.114.111/JUZUM 

4. kalat1434111111411AILLY016B94in 1 LINI1 VADI4UVOIlvanvisminyna 

5. iinliwitirthltl100434fluthanititiaDuivii 2 t 1:111411frild047-1431.1 YAt3-1L1341.11D1W1111YIL9119:101111g11 

NbliftleVittAlAtliseN10144D114fill Lot. fili#9M.1 

6. tanitilyiNpnurarmiriolititniultmlitivitraibilinatinnulrulmwm4niumitivilvatritTufsSfu 

niliincorionru ultircrivi-unwismiFhtitgunilvire.sulyn 

7. CitiEnctle•ITULIAtIllaDatInifildfINVIT111fifinglIVIUM cAmsineyita-17114411344014/111111theMlitYrIfillil 

/114thiG1£113-lild0141/1 

8. rillint.MANithlith.114t4b1M14,11/1144`114QUOIS'EnfilllitRILdiniliflVINVID114DV13461191111,1101,11911111 

ldflIMI'lllfil91441141401 



zi 

iliMMIlla14111111110111,0414TVI&I 

PitWililldfldtISITIlt Water for Irrigation 7.1141Q11000M1 

4ia Water for Irrigation itrhrwi 1000 ml (Distilled Water) 

ItInftailtitikl 

pyrogenivIA§ thttratAati sterile water trliN 

1000 MI ImuiTaf161.111AteNigEl WIDDITi1112 

LOLtG1/199114111LAI vianlatwintamQvitoi Lot 

30 NV. 

fitaNk iiniminq tRtinrar*i tyti 

. 

3. 	savin sztOvviaTturemsil Ottuthr,tindratiiirigt-uur-Flaimil 

1.it-Iting,itaitAuwnatvqtrthimaintitsilmumr, 

119(fllyIld USP vilig BP 

2. 	)1171141M/1.151ciT141111114:MGMIMVVIGIMSIOWIT14991 

tIlt11119:04:1d141EN11,19 InG1V11111%1ATMIA1490tial 

tittior4iStrahltittioutaiitutitiariatlikatirrig 

yinttnoilituvitrapthoThvitamurnmtzulli 

fratittammtivicnIR 

FeasquiThvt-burnila 

1.Sterility Test cnnaifilrgna finish product specification 

213acterial Endotoxin Ititfila 0.25 USP Endotoxin unit /ml 

3.Particular Matter onAlniClu finish product specification 

4.0xidizable Substance onA1475114 finish product specification 

5.Water Conducton Ilictril4 5ps/cm 

6.viOtifiliturf atultloraitsigiioirriiinitiiil:fo 



doultibi 

1. fltuiustol-rniurranun witniummwnfinin*nru 

2. 1.74411ArailfrItNGHWIlli1J14111416152111111104141241D1flIrill714V15150,111 (GmPvle GMP/PiCs) rlifivtLoN 

winwilvikra 

3. LuciAeirinetfictArrilungli'utaltvlillitl1114114115911N(MitlalicOlW1W1113-1'ilArltillt)4111/S14tnialfl 

irmituum NbaTimithifrainle vuiavaMIALIMV119412114 

4. kiiitillanillYitngliaThig6tii4116E1 1 Al ItIllgMLIMV1114113114 

5. ritivia4662s4toltnil4av4nvitga4i1ninth 2 t Ilu91n,3140434ou MD:4 umutunwistilwitizvluik 

r4;on-Torhmuarniwilef1J Lot. 4-fr-M., 

6. ildflItillThlflfldttLYWItilfrVISIMITUILFIlltvilflAINROUTheritlf1111341YIVIWIVV14m11.1.1111tIVISIMMITIAMMLI 

1111i1114143410112IUllitTYAV4i1SIGIVBIlfiltittgldf1iSoillSMI15 

7. EitlitItAtbli111,1JitlUPACilflaraldf134VIYIY1111314111V1101 Nblfitleetilononviimat Attgumitrainim 

tuthiffluiadouit 

8. Eirontit 	 uttleAntratmlit-to4Lim4quouil6taLtAltnmitiviiriA"ma4mtrilinumtiqvilztrinnen 

Lth31.1M1111filE14filV11461 

• 



3 0 

ISIVIN11.114134,1111/114R5LeEMENIN 
IflafititlatlibIllt Normal Saline for Irrigation WW1 1000ml 

ttNormal Saline for Irrigation Inerm 1000 m l(NSS FOR Irrigation) 

40814NUVIN 

1. 	'atifuntritil tturiltviutitvrarinditilmum:. pyrogentgl,iflO thr.noukc 0.9% Sodium Chloride 

BP 

1000 ml imuvonutattm,i'm llifIfif1rIfY14f14:11151/ 

Sttmiroitissaq viviliMminniuwtha LtarturtmrshLtivioiva 

ii4cf&'91 5141111-141£1211 latIONetil MIVIZIthild9iiiilifll 

ild sterile water vinvvimsyna USP vila 

2, 	nittult/ tilliterYffuttrOwmgainNiingticrume 

Divtimwagq twviviloAluaraffai 

11141GILNP119P411W14Taiffilfl'il 30 3-13-1. 

I slain ltNtamargitn Atailzfrouirriikuuninuum 

Pitnirmilmvautnamigatuiti 

quattnirdmnatranet 

flatlia411711114LYIMOR 

tidentifiCatiOn 9171,0114 

2.111)41S1rTh2iggqi 

-Sodium Chloride 95.0-105.0% of the label amount of Sodium Chloride 

3.Appearrance of solution clear 

4.pH 4.5-7.0 

5.Bacterial endotoxin NMT 0.251U/ ml 

6.sterility test 617190114 

7.Extractable Volume 41,710214 

8.Particular contamination 

-title 210PM fall1114 25 v4niti/m1 

-tsaim 	25prn factiu 3frtininimi 

ginryniiu 

9.Pyrogens test onernirna 

10.vigiiirlhei Villit114113-16fIgYffillit.111116Nt5144 

6,  



Moultitiul  

1. fl11fl1.11Th111141471:AU14t.11 7,1%31uffmmilaw4n5-114 

2. TINguatdifloiiuniliinDuimnimtammtD4filtrtNWisiltuTI (GMP1I1D GMP/PICs) 

mnwilvani-tu 

3. LurainlioridiA'FilldfllIfUltNtItlirlcifW1143110115914Wth'sfirinanN,61WIIIIII13-1,i2AQudimniengnivRn 

Nbuituatinvaintia 1150341.1.M14lint1514113114 

4. Afidttiftwviltivlidtwasivigiotirem 1 WIA4 IlitAll65914Vanwm4t-i2u 

5. itinumsgtmiti'MthaiDuch340Ditja-itimvneil 2 t 	 Mitmitaauvanwiltglimlittnffic 

N'Acuitirpitioulgvetwmt-Tu Lot. ii4'S4 

6. TumtihronuturoltiqitonisTurIntrAfivigiseibuitisefitinnuThatrIfnvolinistvriviciAtiatntiuthaifu 

nnliinfl4111611r141.114VItitiii.IPVIIIDUFilig141talifIllglahif115 

7. far1.171Y 3-if,1701114df314141 VIDLOEIVI1E91111111 

8. E 1: /1 	ul 11 thl 	 gai 4 u eau (iivto ttri 	6E) 	&# vr mi ton 1 	PO 	1,11 911111 

ANVIT1IffifilifirlY11461 



iltritIlU1S34111111/URILtfldllu 

losintitiartsawn: 1.5% Dextrose with Normal Calcium Peritoneal Dialysis Solution 1000 ml 

iv 1.5% Peritoneal Dialysis Solution 1000 ml 

Finaginiavilittl 

pyrogen litag Iiiimiii.ANTownoifiltifil iu 

Dextrose Monohydrate 1.5 gm, Sodium Chloride 565 mg, 

29.4 mg, Magnesium Chloride 15.3 mg 

Polyethylene AD Polypropylene grade ifiviit 

Closed system) flVonivritriviviltivtvivisn&rtitiiijnOivl 	v 

Chlorobuyl AD Bromobutyl 	44iiitutr4Alf.P.C.ItuD4 18 

TIAIAIALV:SIGIgibillVfl9111110E011 fl 

'liar  'Yt4tThitriti ttritihjOirsi IfillYIrdikU 

1. intituntgli I Ltuv2lfltainliwra2ntivil9mar, 

W1SVZWIE1 100 rn1 1.11:noWirmAlUVIQU'l 

Sodium lactate 488 mg, Calcium Chloride 

2. plisun.ist/ ultie%iterricur.vgaqviilnivUmw0.4.i1Agni 

IntluritilonntiGi 1,000 ml 	vntaltuutfl( 

utynkamICILL1413.1411411f1 

3. Ifitn4 rt1AteriAii4ttUcint1eiltowir.iii0.9i 

&Atari t1.ifltJ24-4i34 LMZ9,114114kailitniflrliEVIT01614-11111S11 

frnimaymnivairamcjiltiTol 

4. inrin In.4tertaironi4flishuditiVErUktlithP1111.1fl:',F111141.1.14 

frinflifilififitilllifill91,41J1.111111141,"1.17:1 

10/144111111114016Ifin 

Felf04171111141VIRQR 

1.Identification 011T01114 

2.1ttakt1*witij 

- Dextrose 

-Sodium Chloride 

-Sodium lactate 

-Calcium Chloride 

-Magnesium Chloride 

95.0-105.0% of the label amount of Dextrose 

97.5-102.5% of the label amount of Sodium Chloride 

95.0-105.0% of the label amount of Sodium lactate 

95.0-105.0% of the label amount of Calcium Chloride 

95.0-105.0% of the label amount of Magnesium Chloride 

3.Appearrance of solution clear 

4.pH 4.0-6.5 

5.Hydroxymethylfurfural onrYiNiu 

6.Bacterial endotoxin NMT 0.25IU/ ml 

7.sterility test anqscigu 

8.Extractable Volume msericien.a 

9.Particular contamination 

-711.11G1 	‘10i.im 413.iirita 25 tnifirifi/m1 

--11141M 	25pm CruM113myrin/m1 

VISTflinid 

10.Pyrogens test m50,Wiu 

11.vi34iiiiiw1 ,..-- -----. TITlittitt.lormingslirii-unslirmtiil 
vtovi in ety 



sinuticiuel 

1. OtufutionAunAtiusn wisniuMvanWiTi4nym 

2. TIN1UOWAVAD4P,P1141111i1114113-111611311,11111Nblf11111WISLII111WITISSIT.I (GMP11119 GMP/PICs) risitamtvvil 

mnVisviiinsiu 

3. LtuNNMIMIllittUltelllr'UTENTEN411:11112143-116155114NIAmin,4qmwmt-IsswilAlvAthltlitlittNIVgain 

rafT001111.111F1471fIlif3 rn'oviammnfirm41-truilatthillkilmstilliVn.uunitunim 

4. cleaRT14341411101111&ILLINVItifItiel4litlfl 1 ll1411615.03-1110141011W1111jfirl4 

5. eTuviNopitititmnii004tmchlarmitaitivunrii 2 t 111.1,q115114043-191.1 vuitmmuwnwillurantirvitn*6 

rarinepitsaMm449,114fiu Lot. iiik-S4 

6. TunutrempinartmvitWifhimAALFmnolisArraiiritwkainnuIvitnrivrniliglatimfivIltwiriluibaiju 

fIlliine4141615211dultillk4iunnowit41g14n1wi1a4flrn 

7. CIT2ENZOID14'I.IalthlUNC4911104941,14E34%31171filndfillAIUGI 091fit14715-1711011341,1f11171 vngEnnutinnil 

tuO4ToltitilPde14l2J 

8. rfrwitlt4iultitiitiuN'AMIThrthill1344iuountrwaLtAnatthmitn'imamaitiviltn/349vEriqviluLtintm 

Snifunitifiufimonam 



3Z 

isoitninauvritizunliStatvni 

Floairnistutturne 50% Dextrose in Water for Injectionnaim 600 ml 

46 50% Dextrose in Water for Injectionsitim 500 ml (D -50-W) 

quagiitroria.1 

1. inidruntlit I Vititfilifl:MitititlF1S1flifillmar, pyrogen 'Cita§ Timitairmviframaan 

15zninkitiku9 Dextrose 50% tudliwitioitibi 

2. frittiztrIti Inlitat'llantinanwrivkitZtoivnvichigAgti Polyethylene Ili% Polypropylene grade imilu 

Ultridfriturioi 500 ml 9:411344140u46614ugriktitaleraiatnyil 170 ml miNiqiii IsaltuuU91( Closed 

system) flimUDMI13-11WISLIMZW23-111Vii'lliCAWIAN 	vLomicit-iltdmo4 TaltiMiti 

3 	triBil 9ns1aele414111t121/1V111::*4G1 Chlorobutyl Viiil BrOMObUtyl 	4441111114A1MGLIY04 18 

allmflifl 1:10£1141q34 Lmr.intrilcZeavigliniiitArifith.rritn iththafilswar,OfilimAD9u-TurfrioVi fl 

mmonzruoitmotincinta 

4. 	turn vailtnienicummi fiinathtntuviguitiiKtuwatifyiNtal liztJt161 filIPINGIfIlq Ifilliiral LMIlltllifild 

inikmillit£1141IDInumaminzum 

grufa41J'Arn4inFrapt 

clontinitnimmOn 

1identification ongiar4114 

2.triariti1')82igtiqj 

- Dextrose Monohydrate 95.0-105.0% of the label amount of Dextrose Monohydrate 

3.Appearrance of solution clear 

4.pH 3.2-6.5 ( in dilution less than 5.00% of dextrose) 

5.Hydroxymethylfurfural mcrarsirn4 

6.Bacterial endotoxin NMT 0.25IU/ ml 

7.steririty test 911T0111,1 

8.Extractable Volume masPriTta 

9.Particular contamination 

-7M1 G1 	10pm $16111114 25 flitn2e/m1 

-turiOt 	25pm fauLtiu 3.8,111A/m1 

0171%1114 

10.Pyrogens test VISTit4114 

1 1.11-17CD014, 11.,11.61191934111ilniiiillAirrhlt1 



desitmth,i1  

1. fitnintlf11511101:4ffidt12 NlitAILLM1114311%1514115114 

2. twleraciraollhoiluniliinfovionriurrnavitntalnlr.vilwwitlItucl (GMPvilv GMP/PICs) tflLQN 

winvilmkrna 

3. Lthalbuit-oiOrApiqungli'UTENIMEN411111111.1341minuNbuThaTIvirtvmlwinArmiipinititanirimiin 

42v9iinntl N§he13ionith2p1ilmit3 rili'DviamtinwnvAirnatvechirttiOnisai 3-11laularissunnta,  

4. shltititanrilirtnittawirtivtheatu I Lwil IN%-laWfr11110flallV4113114 

5. iti4111491fligtemni1043-mujitdogtilthltunli 1 t 71yanlyTuiiO4iou visimamtuntristtlierizthrik 

CalfillePitlf0113g11Nb14161141TU Lot. Oio0.1 

6. runlnivriontatuvonlialfoniAliwinviin*mbuitutitainnutartrmigm4rnumminilummiutludiffu 

ngigutaortonym 	 &min 

7. ritntyinrinlitiolAtnarsibuitirvithdovvnivuriouriivium N'AvisitueriftalrimormdisuTv vivAnminannnis 

t14thimitai0 Sian 

8. tnnustiiiimiutinicluraouTrirfai344iwnAgotenAtnat6atrilamioraltpllevmpairiltitiomil 

imanivutipuriivium 



1Jn A1LUP1'11fl 3.11115110-1501A1U4141.1 
4 
to thr,noonifyruelmliinwynapn`viconenitivimi 411.1114 alb 	(11111,flae) 	u561_15znem 

7'1Allgl,g119111Dilnd (e-bidding) 

fiannumiami willnuiALilullvai lifmailluolktoJunwiliflisiilimitinuiminiml@ni,  

Larvig 4itnu cop ,innil (cjiimS0) oNitrIBIthtinniiNAnng.Inii (e-bidding) Twi1na1lird41ta`um5 

115:1,immimAti viluiluciLk lvtcnbtttd..00 trim (Slug1u1ounlcAtriniWuv10auvrJoru1v9 
J 

gnu)V1113510M7 Ajlii 

a. D-t-W cily-wi to ml. 	 4-itnu 	MOO 	q 1  

Is. D-t-W 111.1191@oo ml. 	41ntau 	t4boo 	(14  

M. D-t-W Ifixlvi lsto ml. 	41UTLI til 6,too 

D-t-WIJI,VM too Ml. 	411,171.1 	b,000 	ql 

t. D-t-W Vi.lIvi a000 mt. 	4-arru 	mb,000 	fll 

b. D-t-S TI.11 too Ml 	 411.1Thl 	;mow 	ql  

sq. D-t-S 111410 woo nil 	4itryu 	mb,000 	fil 

d. D-t-a/19-S simivi too ml. 	411.rm 	Gi,t00 	ill 

d. D-t-Gilv-S in,110 woo Ml. 	411.J11.1 	bo,000 	ip 

ao. D-t-a/cn-S ttri0 too ml. 	4-iu'114 	coo 	gl 

OW. D-t-m/t-S WM too ml. 	inITU 	t000 	til 

ala D-@o-W6tn.110 too mi.. 	4-itini 	apoo 	ql 

Gm D-ao-W /11.110 woo ml. 	tnnu 	too 	ql 
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