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2. auduiAnLlY
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1. Usuuiigndrdgy 90.0 - 110.0% of the L.A of Ivermectin
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3. Dissolution NLT 80%(Q) of the L.A. of Ivermectin is dissolved in 45 min
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1. %aﬂ’l Vancomycin HCl 500 mg injections

2. andaNUAn2 U
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2.2 ddsznou  Tu 1 99m Usenausiien Vancomycin HCL 500 mg
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1. USunudigdrAny 90.0 - 115.0% L.A. of Vancomycin
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3. Content of Vancomycin NLT 80.0% of Vancomycin B

NMT 9.0% of any peak other than main peak

4. Specific tests

pH 2.5 - 4.5 (50 mg/mL in water)
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AMANYAZIANIZEN
8 m Baclofen 10 mg tablets
2. pruganianaly
2.1 jUuuy Hueusln vialiiedouthmaniofida (plain tablets)
dmiuiuusenu
2.2 dwsenau Tu 1 e Useneumede Baclofen 10 mg
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AndNUANIImATia USP 40
1. YsunasiendAgy 90.0 - 110.0% of the L.A of Baclofen
2. ldentification ma’«amumuﬁizﬂu finished product specification
3. Dissolution NLT 75%(Q) of the L.A. of Baclofen is dissolved in 30 min

4. Uniformity of dosage units mamj’mmuﬁizﬂu finished product specification

5. Organic impurities NMT 4.0%
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AMANBAZIANIZEN
e %Elﬁ Prednisolone Acetate 1% 5 ml eye drops
2. anuguliavaly
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1. USunaudendAgy 90.0 - 115.0% of the LA. of Prednisolone Acetate
2. ldentification Gli’aﬁlﬁhumuﬁisﬂu finished product specification

3. Specific tests

- pH 50-6.0

- Millimum fill mswﬂhumuﬁszq‘lu finished product specification
- USuu Preservative m*)ﬁ]mumuﬁssﬂu finished product specification
- Sterility tests mswchumuﬁszq’lu finished product specification
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AMANBAZIANIZEN
1. ¥oy1 Acetazolamide 250 mg tablets
2. aautanaly
<) < ° LYY
2.1 gduuy Wugla d@m3uiuUseniu
22 dwsznou Tu 1 e Ustneumedien Acetazolamide 250 mg
23 AwuzUss)  usiluinslaatindesiunudule
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ANANUANIUNALA USP40
1. USunaudigndAey 95.0 - 105.0% of the L.A. of Acetazolamide
2. Identification ms’sf\]mumu'ﬁlisﬂu finished product specification
3. Dissolution NLT 75%(Q) of the L.A. of Acetazolamide is dissolved in 60 min
4. Uniformity of dosage units m’gﬁ]c\humu‘ﬁ‘wﬂu finished product specification
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3. lNASANEN YT EYRI AL 1A
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ARIANYIZLAMNZYY
1. M Sterile Water for Irrigations 1000 ml
2. paugulavaly
2.1 Uuuy Wuthusnannide
2.2 dulsznau Usenaumansigl H,0
2.3 AWUPUTIY UTTPHUAYUENATEAN YU 1000 ml
2.4 aanfiunnguunTuzusIResTEyTont daulssnoufeddyuazanmnss Sundn
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AnENUANIImMATA USP 40
Specific tests

- Oxidizable substances G\S?ﬁ)mumuﬁ’szuh finished product specification
- Total organic carbon msaﬁ)ﬂimmuﬁisq‘lu finished product specification
- Water conductivity NMT 5 US/CM

- Bacterial Endotoxin less than 0.25 USP Endotoxin Unit/ml

- sterility test miwﬂhumuﬁlisﬂu finished product specification
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AMANWZIAMNZEN
1. #o81 0.9% Sodium Chloride injections 500 ml (NSS 500 ml)
2. aautanaly
2.1 uvy Wuansazanela Unannide dwiuie
2.2 dudsenau Usenaumesiaen Sodium Chloride 0.9%
2.3 NYUUTIY UTTRIUNYUEWAIERN V1A 500 ml
24 amnﬁﬂsmguunwuams@ﬁmixu%am drulsznauiigdAlazAuLs Tundn
Tununong aviinde laanzidouinsue uasannslunsiuinelidaoy
3. aauBvnamailln wduiduiilisadadonduatuiifbusiwislmimnuiivssniensenss
a575UaY (309 seusisen nsdifildduluanusennae ’Lﬁ“fuﬁ’uaaaﬂﬁwadﬂmzﬂﬁumi (NSAIUIHW
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AuaNUANIImATe USP 40
1. USunusiedifgy 95.0% - 105.0% L.A. of sodium chloride
2. |dentification M’i’mc\i’mmuﬁizﬂu finished product specification

3. Impurities
- lron NMT 2 ppm

- Heavy metals NMT 10 ppm,based on the amount of sodium chloride

4. Specific tests

- pH 45-70

- Particulate matter mmtimmuﬁsquu finished product specification

- Bacterial Endotoxin NMT 0.5 USP Endotoxin Units/g

- sterility test msmsimmmﬁszq’lu finished product specification
4. Souluduq
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3. NASANEN YzRNYYBITlaue IR
3.1 wanmnvieswinun medndugivesudn (Certification of analysis) lugjuiidaduiioens
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fidean)

3.3 WansAnwIAILAIlusTazeN (Long term stability) MaDAY9D YD MIUNzITe Y
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1. Hae1 Dextrose 5% and Sodium Chloride 0.45% injections 1000 ml (D5N/2 1000 ml)

2. anauUAn2 U

2.1 gduvy Wuansazarwla UsnAanide dmduda

2.2 d@uusenau Usenaunigsien Dextrose 5 % Way Sodium Chloride 0.45 %

2.3 NYULUTTY UTTRIUNUENAIERN Y1ne 1000 ml

2.4 2NN UUNIBULUTITIRDITTY T8 drulsenaumedfnuasanunss Junde

Tuuney lavindn wanzilowiruen wazannzlunmafuinulidamu

3. ANANUANIINATA LNFYANSUN T 198edpaduaTuifis uwivseludmsuiiuseniansensis

da513audY 309 seysen nsainldiduluauusenie IifuiunaeRliaresnmsnssunis (nsdlussy

odandysifunlinsiuaadnyazianzysssadull nguuuundyisuianddy)

ANFNUANIImMATA USP 40
1. USuumiendinsy 95.0% - 105.0% L.A. of Dextrose monohydrate uag
Sodium chloride
2. ldentification m’aﬁlmummﬁisﬂu finished product specification
3. Impurities
- Limit of 5- NMT 0.25
Hydroxymethylfurfural and
related substance
4. Specific tests
- pH 32-65
- Bacterial Endotoxin NMT 10.0 USP Endotoxin Units/g of dextrose
- sterility test mswchumuﬁssq’lu finished product specification
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1.2 Tudwotunsfous e 1n3e 6.1 vesefiaueyia NIDUTIWALLDYANITATUANAUN TNV D
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1.3 udslayasiae 24 wan warsiagmmsguoslng (Thai Medicines Terminology - TMT)
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ANMANINAISNTALUNHARY B IUSENAR AR w3e Certificate of pharmaceutical product

3. NATANANBULIRNIZYD AU IAN
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3.3 wan1sAnwAmAsiluszere1 (Long term stability) masatisenyvese iitunsidou

4. g
4.1 Jiauennresdeinegneiegieiles 1 wieussaiuet Sudumunuiansseazidunldnsudau
munnvualuiitenuaudinaludeiu

4.2 neAuENTIINSRSUARRe Ny waanuanslunislifuiegseliinsdle q

5. MsUsEiuAun W dweU

5.1 1gvesyWidwevyweliongliuiu 1 Viuantundn audeiudaueu

] o

5.2 gmnnafidwevigiosdsdunamasluiusesmanisiinssiosuiidwevveundnuas

[ [

lulleseiingivvesuaningfuildndnguindweu
5.3 lunstifimhemmsinisguieg neidweuiiodnsiadinszinmn 1m 118 519n15289i

wikdeiosvaiiegnen lnedueazsedeufiudnauswuinhsnsnsdmnaiinsginay

3

< Yo a ' v 1 a aa ' (= v
DuSuiiasaualdielunsanainneinuam Tunsdiinuebidulununudnvuzianig

L
Y a

whysunsveanuanslifuinsanisiae e minanvesiuswas/MiegnaniuaSmoly

U

5.4 duwlziulldsugfwnnsd Weslndnuneny wuneny wselleiinnsideuaninnauiinue

lnglifitouly
£)
AU WS WO AU i Tl
(19@TIINT ALIY) (LNENINFAU WO WLIEY) (Weamesl Ag)

A33UNT A3TUNT AIIUNT



ANy

LY Y]

6. fueBuganiiaglimihsnuiioswiiafrfuilnendmunnseyniudygnivguieseiumiagene

SUDUFUNDU

7. dvedugeunayiienidndygneuasunmun lunsiinelull

7.1

12
73

74

v

wihenuResniudynnsinde e winfeiuilaembesanishuadereuinisguami 6

WIDNTENTNAFITUGY
HaNSEUATINIATIRETNNsEINemEn SN suwme ldidulununnsgu

nindusieialignSeniivivnniewmelagdinmuamznssunisemsuazen luthanawes

¥
o <~

AUNWCYDITVIY™

DAgY

a v A'dl | I VY a v
W‘Uﬂmmﬂmﬂwwmﬂwamnm%mm%mwamaaﬂwwimwm

< 9

8. mhegnuveanudnslifuinsuwindusieiivssiRgnenifvAulaedtheueu snssunisemas

wazen lussozian 1 U viowulgmamuamanudndusifiondwmanefUlsiilasusuinouiuiuge s

Jsznaasian

nsLsEnaNsAua1auluenans

(UREANTINNT ANY) (WNEANMINRAUT NEWLIIEY) (WNamagal A1)

NIIUNIT NIIUNTT ANIIUNIT



AMANYZIAN LYY
1. Bae Lactated Ringer's injections 1000 ml (LRI 1000 ml)
2. anugulavialy
2.1 gUuvy uansavaela Unannide dmiuin
2.2 dulsenau Usenaumie@ie Calcium Chloride, Potassium Chloride, Sodium Chloride
wag Sodium Lactate
2.3 AMWULUTIY UTTIUNYUENAIEAN YU 1000 ml
2.4 aanfiusnguuNTUsUTIesTEyTon drulssneudmend duazaruse Tundn
Fununeng laviindn twvnzfowinfuen wasannelunafuinuliFaau ssyduiou “Not for
use in the treatment of lactic acidosis”
3. ausianiawaidie Indrssuildsrdsieaduatuiiie uindelndndinudiuseniansensas
assauAY (3 spysmen nsdfiliidulumuusznian TiSutunaeRtisvesangnssunis (nsduidv

gedunduiniuilinsiugudnvausianizaowRUull nganuuundaisunesds)

AuFNUANIIMALA USP 40

LY

1. USunausiendfgy 285 - 315 mg of Sodium
14.2 -17.3 mg of Potassium
4.9 - 6.0 mg of Calcium
368 - 428 mg of Chloride

231 - 261 mg of Lactate

2. ldentification mwshumuﬁszulu finished product specification

3. Impurities

- Heavy Metals NMT 0.3 ppm

4. Specific tests

- pH 6.0-75
- Bacterial Endotoxin NMT 0.5 USP Endotoxin Units/ml
- sterility test m’siwhumu‘ﬁssﬂu finished product specification
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4. Feuludug
1. nannisldfuouyniusdouihfusniesminelulsmelns uazuaniuvandn
1.1 luddynistunadouidusn (me.2 vie.3 .4 wie 8.2 udusinsd)
1.1.1 lunsaldugiindalulszmelng (uanede ne.2 vie 8.2)
1.1.2 lunsdhifugnindiionisutsussy anedane.3 vie o.2)
1.1.3 Tunsalidugnhidnanaeussma (Muneiia ne.d wse 8.2)
1.2 luAwetunndeousn ve.1ude 8.1 ves fiiaussial nieuseasidenn1sAIUANAMAINT DY
wandasnuituadeul’ (Finished product specification) ﬂizﬁﬁaQ‘sw*ijiLUﬁauLLﬂaa
whlufufuasdesuuenaimdodunnme1evesn1sveniluuindey Finished product

specification

1.3 udsloyasiasn 24 wan uagsiag g uvesineg (Thai Medicines Terminology - TMT)

2. 1ONANTTUTOWINTEIUNITNER
2.1 lunsdifewdnlulsemalne fuandoaildunaieniidoiuseannsgiuniswdng aumdninas -
FBnsiirlunsuanewaansENTIEsIAY (GMP) lumsnaefilausvigedielios 2 3
2.2 lunsdifdugnhidrannsasene duanfosdduunnndigniiede Fusesuinsgiuni sudne

AIUVANINUITIBNINALUN AR DIUSHNARKNER 138 Certificate of pharmaceutical product

3. LINATAMANBUZIANIZUDE AU IAN
3.1 waNITNTIATIRAUA KA uMvawnEn (Certification of analysis) lusguidudusietn

32 WANIN323ATITRAMNWIRGAY (Raw material) YawgndrAniitlunsudnensunidndy

A29819119U0 AR ULAZANEAINOAU (A 4EloNEI5UaAIANAYDTEIUDITANAY AUAQDEIY

ﬁdam}

33 wansAnwinuAiluszeven) (Long term stability) aasnyitongvasentunsidey
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Qﬁuélﬂ"d’mzl,ﬁwqgﬂ'\
) 8 m Acetate Ringer's injections 1000 ml (ARI 1000 ml)
2. aEANL 1Y
21 yUuuy Huasazarela Unmanide dwiude
2.2 dnsenau Usenaumie@ien Calcium Chloride, Potassium Chloride, Sodium Chloride

ey Sodium acetate

2.3 AIYULUTTY UTTPUNBUSNAIERN UM 1000 ml
2.4 aanfUTNgUUATULUTIREITEYTReN daulssneufo @ fLazANLLT Tundn
Funmunone laviindn launzdouinduen wazannylunsiuinulita
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AuAIUANIAmMATA
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1. USunausendneay

o

- Sodium G\i’;f\lmummﬁiizﬂu finished product specification
- Potassium mmmummﬁszﬂu finished product specification
- Calcium mmshumu‘ﬁ'szqslu finished product specification
- Chloride mmmumuﬁizﬂu finished product specification
- Acetate mms\immuﬁ'ixﬂu finished product specification

2. Identification G}i’;ﬁ]ﬁi’mmmﬁisﬂu finished product specification

3. Impuirities

- Heavy Metals mi’sﬁ)ﬂi’lumu‘ﬁ'wq‘lu finished product specification

4. Specific tests
- pH m’gﬁlshumuﬁisq‘lu finished product specification
- Bacterial Endotoxin m’mmumuﬁ'wﬂu finished product specification

- sterility test mwmumuﬁsmﬂu finished product specification
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4. Jeulvduq
1. wnasnsldfuouyniunadswhiuedesmneludsandlnsuazuaniuvasdn
1.1 Tuddnstmadous$ue (Me.2 o3 o4 ve 8.2 wdusnsd)
1.1.1 Tunsdldueindaludsemelng uneds ne.2 wse 0.2)
1.1.2 Tunsalidugthidilonisutsussy (aneda ne.3 wie 8.2)
1.1.3 Tunsallugnihitnanansdsene (manefs ne.d vie v.2)

1.2 lufwetunsdousn ne.1v3e 8.1 v fiauesan NIBUIILALLBEANITAIVANANNINY D
nanSusinmitusdeuls (Finished product specification) nszﬁﬁaqjswimmsm?{auuﬂaa
whluifindyagsiosuuuionasviodiunn e e vesn1svendluumdou Finished product
specification

1.3 wiayasiaen 24 nan uarsiaeumsgIuvedlng (Thai Medicines Terminology - TMT)

2. 1NANTTUTDIWINTEIUNITHER
2.1 lunsdaifiewanlulssmalng gudnfosiiduncionisdousesmnsgIunisuang ) aumndnin o -
FBnsiirlunnsuaneweansEnEs Ay (GMP) lumsnaefilausvisedietios 2
2.2 lunsdifdugnhidhanessemeadnandosddiuinwargnisde Fusesuinsgiunis nane

ANUNANNUIIBNNTNAUNSNERY WRIUSEmMAKKER 130 Certificate of pharmaceutical product

3. NATIAMANYULRNITURELTIAUDTIAN
3.1 WaNINTIATERRUA KA u9vanEn (Certification of analysis) luejuiidadusiiagng

a o a . o o o i a ar. )
32 HaN13nII3ATITRAUMNINGRY (Raw material) Vasshedrdgildlunsudneisunduly

2981911990 WHARLAZENENTN0AU (HBEiloNa1TUaNIAIUTDULEWEITRNAY AUADBES
Ndn)

33 wansANYIAIINAIIlusTErET) (Long term stability) naanvisangvate mvunsideu
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