ANANBULLANIZYN
1. M\_ Dextrose 5% in water injections 250 ml ‘lum‘uuwi’i’g 500 ml (D5W 250/500 ml)
2. puautavialy
2.1 jUwuu Wuansazansla Usiranide dmsuin

2.2 @uusenau Useneaunlasien Dextrose 5% USu1ms 250 ml
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as1snuay Bos srysiisen nsdlfldilulunuuszniay TWiufugasiiavesnuenssuns (n3diuidm

sndanduiiunlinsaiunadnvuzianizeesetadull njanuuunduiisunensd)

AuduUANIImALla USP 40
1. USuneusnendidgy 95.0-105.0 %LA of Dextrose monohydrate
2. |dentification m%ﬁ]ﬁhumuﬁwﬂu finished product specification

3. Impurities
- Limit of NMT 0.25
5-Hydroxymethylfurfural and

related substance

4. Specific tests

- pH 3.2-6.5

- Particulate matter m’m&humuﬁisﬂu finished product specification
- Bacterial Endotoxin NMT 10.0 USP Endotoxin Units/¢

- sterility test mwmumuﬁizq‘lu finished product specification
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a. Reuludug
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3.1 wamInnviaTwinanmedndusivesiudn (Certification of analysis) lug1juildaudusiegn
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AANYSLANIZYT
1. M Dextrose 5% in water injections 500 ml (D5W 500 ml)
2. puawRnaly
21 jUuuu Wuasazanela Usenide dmsude
2.2 duusznau Usenausieien Dextrose 5%
2.3 AIPUFUTTY NMYULUTTY UTTTUABUEHATERN non PVC 41 500 mt My
close system LLazﬁ%muaﬂﬂ%mmVignﬁaa%’mmu%axuuﬂmaxL"Uﬂ (close and open
system) LazdelnuanUINInTUUNITULUTTY
2.4 aanen amﬂﬁﬂs'\ﬂguumwwﬁqﬁmsxq%m AUz NaUMENEARLAZAI TN
Sundn Juvuneny uiindn wunzdoudiiven wazannylunsifuinunlitaeu way
aanuUuYInen egetionsEyTen duussneuiedifyuaraiuse Tununey \aviinGn
Tiegadnau |
3. augutBameiia ndgsiuilisdaeniuatuiiisumiielmindmuitsenianaznsas
a5150uAY (399 5EYIEN saiitlaidulunsenne Wufunaefiiavesnnznssunis (nsdl

Uitmnadandusinduitlinssiuandnuuzianzresenaduil ngunuundusiniuiioo )

AuauUANIunAila USP 43
1. YSunausnendidgy 95.0-105.0 %LA of Dextrose monohydrate
2. Identification mmm"mmuﬁssq‘lu finished product specification

3. Impuirities
- Limit of 5-Hydroxymethylfurfural NMT 0.25

and related substance

Specific tests

- pH 3.2-6.5

- Particulate matter m’mﬂhumuﬁisﬂu finished product specification
- Bacterial Endotoxin NMT 10.0 USP Endotoxin Units/g

- sterility test mi’mchum’mﬁisﬂu finished product specification
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4. Feuludug
1. enansmslifueygtunsdsushvenites mingluusemelneuasuanundswin
1.1 Tuddynstunsdeusfue me.2 ve.3 e.4 3o 6.2 udusnsdd)
1.1.1 lunsdhdusnfindaluvszmalne uneis ve.2 vie 8.2)
1.1.2 lunsalfugnihidiilenisutaussy (e ve.3 vie o.2)
1.1.3 Tupsdhdugnidnansdslsena muneds ve.d wie v.2)

12 Tudvedunsideuen ve.ivde 8.1  vesenfiaussien WIDUIILAZIBEANITAIUANANNIN
vowdndngiauiitunsfouly  (Finished product  specification) nsfiflogszninanis
Wasuwawdluiufusrdesuuenasvdodiunnmdevesnsvoudluamden Finished
product specification

1.3 wiseyasviaen 24 win uwazsiaeunsgruvedive (Thai Medicines Terminology - TMT)

2. 1BNANTTUTRWINIFIUNTHAR
2.1 lunsdiflewdnludsunelne Andndpsiduundeniidesuseuwnnsgiunsnans)  nuvan
inausi-IBmsiiflunisnaneivesnsensnasisugy (GMP PIC/S) Tumnmeniitausunsoshs
oy 21
2.2 lunsafifusmidhannseussne Anandpatidiuinmarenivdesusomnnsgiunskane
mundnNeIsMsiRluNISKEREY  PIC/S  (Pharmaceutical Inspection Co-operation
Scheme) lnguiieau PIC/S participating authorities atuaanmnIusaUNIInIIEeU Tnesl

NaN153UTeR T Ul uLAUDSIAN

3. LaﬂﬂﬁﬁﬂmﬁﬂﬁmtLQW’]L"U@\‘I&W%LE‘IUOT\F’H

'3 a

3.1 HaMINTIVIAT RN WHARSUIUBIHER (Certification of analysis) Tugniuiiduiy
PRERR
3.2 WAMINTINATINAMNIWINGAY (Raw _material) vasdrendranitldlunisuaneiiui
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3.3 wannsfinwimnuawidluszezem (Long term stability) saeatasengeseiitunzdeu

4. Moty
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ARANYUIANIZEN
1 m Lactated Ringer's injections 1000 ml (LRI 1000 mU)
2. AsuENYlY
2.1 guuuu Wuasagansla Unmande dmdudn
2.2 @udsenau Usenausesien Calcium Chloride, Potassium Chloride, Sodium Chloride
Waw Sodium Lactate
2.3 MYUzUITY UITluMuuENanain non PYC wuin 1000 ml #u close systern waviidn
venUunsnignsiesdimuiisyuiliauasida (close and open system) kagdlIauanUIung
VUNMPULUTTY
2.4 aangn amnﬁﬂswﬂguunwuwssa)é’fmssq%am dulszneaufedifyuaraunse
Tundn Funueony walindn wunedousiiue wazannylunsiiusnulitany wazaannuu
VINYT B oEsTY e duUszneufedfyuaraunse Fununeny wuitndn THogradnau
3. pousudAvnamaiin induhuillisredaenduntuilifisuiudelminimuiiuse nansemsag
A5150gY 309 sryshsen nsditlddulumasennes Wiutunasidvesnaznssunis (hsdusom

eredandusihiuiliinsstunadnvasianyvesnativd NI UULNFYFNTUTE1959)

AuduUANIImATla Specification

[y

1. Ysuadendidey

o

- Sodium miu%ﬁ’luﬁmﬁi:ﬂq‘lu finished product specification
- Potassium m?ﬁwi’lumuﬁizq’lu finished product specification
- Calcium m?‘\wi’lumuﬁiquu finished product specification
- Chloride miaﬁ]mumuﬁszﬂu finished product specification
- Lactate m’mm’mmuﬁsz‘q‘lu finished product specification
2. ldentification m?ﬁ]mumuﬁimﬂu finished product specification

3. Impurities
- Heavy metals %39 A3IUMLTSEYl finished product specification

- Elemental impurities m?ﬁwhumuﬁ'iquu finished product specification
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4. Specific tests

- pH 6.0-7.5
- Bacterial Endotoxin NMT 0.5 USP Endotoxin Units/ml
- sterility test mwshumw?iixﬂu finished product specification
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4. Roulydu
1. wnansmsiisuoyndunzifeusisueniiedmieglulssmalneuasuanainaings

1.1 ludynstunsdeusiiuen (e.2 ne.3 e.d w3o 8.2 udusnsdl)
1.1.1 lunsdhdueniindaluuszmealne anefis ve.2 vie 8.2)
1.1.2 lunsdhfugnidiiienisutaussy (e ne.3 vie 8.2)
1.1.3 lunsalidugniidnannansusene (Munedis e.d %39 8.2)
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whluifuduszdpanuuenaisuiodiunnmaisvesnisvendlusiiwien  Finished  product
specification

1.3 udedoyasiaen 24 wdn wazsviaeunsguvedlng (Thai Medicines Terminology - TMT)

2. 1ENATFUTBIINTFIUNTSHER
2.1 Tunsdiflewdnlulsenelve fruansesliduundiovivdodusonnasgunisudngt aumdninaei-
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2.2 lunsdiffuenindrannsnalsene pndnsesdidnuinneeviiadedusesunigIunswanen
AUNENNITISNSTIRLUNSHARE PIC/S (Pharmaceutical Inspection Co-operation Scheme)
Tnevuaea1u PIC/S participating authorities aUua1gnnusaun1snsIvaey lasilnan1iiusesis

Juduauasen

3. 1ONANTAMANBUSIRNZVDEITIAUDIIAN
3.1 NaNIATIVAATIRRUNIMNARSUTVBIHAN (Certification of analysis) luguiidaududietg

3.2 WAN1INSINASIHAUAININOAU (Raw material) Vsf81d1auNIdluN1SHARNSuNE Ty
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AMANWIZLRANIZEN

9

1. #ow1 Sterile Water for Injection 10 ml (SWI 10 ml)

2. aauauvanaly

2.1 jUuvy WBuhusannde

2.2 ddsgnau Usenaumedien H,0

2.3 nMULUTTY USIPUATUENAIERN non PVC 4un 10 ml A8y close system waziidn
Uanﬂ%mmﬁgnﬁm%’mmuﬂy’qsswﬂmmm‘ﬂm (close and open system) kaztUAUBNUTUING
UUNYULUTIY

2.4 a81ne1 RANTIUTINQUUATLEUTTIENSEYTon daulsynauendiftuarainiuss
Fuwdn Tumumeny waviindn wunzifouiiue uasanmglumsivinulidaey uaveanuy
N o 19TiBUTEYTREN duUsEneufendIRyuarAIILLSS Funumneny laviindn THegnadaau
3. puauiamamaiia indusi3uitlisrsdedeaduatiuiiieurivielminimuiivsyniensense
5130 $09 szyshsnen nsddlidulumuusenian Iiufugaefilavesnaznssuns (1sdusen

v a @ o w ! [ 9 LY ¥ s o w ow a
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ANFNUANIAALA USP 40

Specific tests
- Oxidizable substances #38 m?ﬁ]mumuﬁ‘;xqﬂlu finished product specification

Total organic carbon

- Water conductivity NMT 5 US/CM

- Particulate matter m’mhumuﬁszulu finished product specification
- Bacterial Endotoxin less than 0.25 USP Endotoxin Unit/ml

- Sterility test mwchumuﬁ'isqlu finished product specification
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1.1.1 Tunsalfusindaludszmelneg Muneds ne.2 vie 8.2)
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1.1.3 Tunsdhifugnidnannsnasusewme (Muneds ne.d vise o.2)
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Specific tests

- Oxidizable substances %58 A9 UAUNTEYT finished product specification

Total organic carbon

- Water conductivity NMT 5 HS/CM

- Particulate matter m?ﬁ]mummﬁizﬂu finished product specification
- Bacterial Endotoxin less than 0.25 USP Endotoxin Unit/ml

- Sterility test m?ﬁ]mummﬁizﬂu finished product specification
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1. iﬂﬂ Sterile Water for Injections 1,000 ml (SWI 1,000 ml)
2. prugutianaly
2.1 guuuy Wuhusennde dwiuis
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Specific tests
- Oxidizable substances ¥3® G\‘S’J%B\hummﬁszq‘lu finished product specification
Total organic carbon
- Water conductivity NMT 5 “S/CM

ATIMUAMATEYTY finished product specification

less than 0.25 USP Endotoxin Unit/ml

- Particulate matter

Bacterial Endotoxin
Sterility test m?ﬁlmumuﬁizq‘[u finished product specification
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1. m Sterile Water for irrigations 1000 ml
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Specific tests

- Oxidizable substances %59 m’mmummﬁisqﬂ[u finished product specification

Total organic carbon

- Water conductivity NMT 5 US/CM
- Bacterial Endotoxin less than 0.25 USP Endotoxin Unit/ml
- sterility test m’s‘\]mumuﬁixﬂu finished product specification
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