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ouslAlddwmSulluusvann 2565 - 2567
O - 20-0%

SEAsBYRRUANEMEIAWIS

1. %8 lowdien lensanled twalon vunaussy 25 Alandy
(Sodium hydroxide pellets)
2. finwaugalyl WHuasiadflilunundresgiidonsa wesnundnh$alsanuassnidey

3. fnwaANIE
3.1 gesial: NaOH
3.2 ﬁwwﬁnimaqa: 40.00 |
3.3 mnzdwiulgluay Biopharmaceutical production FINARSE YRS Ph Eur, BP, JP, NF
3.4 mnuuays laisnd 98.0%
35 wWodliudvedsuilou (mpurities) geambiiAu fuielus

- Al 0.001 - Ni 0.001 -Ca 0.005 -Pb 0.00005
-Cl 0.015 -POs  0.001 - Fe 0.001 - SiO; 0.01

- K 0.05 -S0: 0.01 -Na,C0s 05 -Total nitrogen  0.0005
- Endotoxins 251U./¢

4. dorivunduy
4.1 flEuesinIisIuuuLARAIREn uar certificate of analysis (Aude 3) Fuatuvdednun
 enuSEndiin wienasdeuasuseiunsuiTndiavesianuwionlutauesiem

4.2 LﬁﬁUiiQﬁﬁu‘ﬁ'ﬂﬁﬂI‘iNﬁué’Naﬂ (original packaging) i1y wazflaainssy Fedudn
‘Lot number uidndhdia Usswegidn Tundin uae/vdetunumeny

4.3 gaveradisuhintanuavldruznssumssiu 25 flandy aelussesnaniismus
Wevinimagey Tasldarlunismeanulifu 15 Su pansRarsunduendndves
nauUads afiauernnsiiedefunddemevioliudeily

4.4 uazypdwsufiouuvedbmivandugansuda (Batch we Lot Wenfuiiwmauasdouuy
Certificate of analysis (AsUYNTWNSANIER 3) vostmdsuoy

4.5 fusiumueenghitesndy 2 9 duanniudeey

4.6 wUAUTIY 25 AN/UTTRA

4.7 dweuidinmaluladTadusidn e.undes .uasseim

(URETEWIEN s3nua)

KRG AL S AISUMTUALHEIBAT YA
(W ANAAT woud)
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12%

0% e ar o) BRI mIUTeuUsyann 2565 -2567

snzazdunain YAt

1. %8 Tdelumsuaiun vislmdsulslasisuasusiun (Sodium bicarbonate or Sodium

hydrogen carbonate)

2. anwauenall  Duasedifildlunswdoshoaidwiumsfouead wasdol
3. ANYAIZIANIE

3.1 gesiall : NaHCOs

3.2 twiinlaana 84.01 ¢/Mol

3.3 wanzdwmiuldlunu Biopharmaceutical production ANNUATEIY Ph Eur, BP, JP, USP
34 Arwuigvs : lisndn 99.5%

35 Wefwurvasdemileu (mpurities) swanlsifugeralus

L A}

341 .0.015 342 Fe 0.002
3.4.3 Heavy metals (as Pb) 0.0005 3.44 loss ondrying < 0.25
345 AS ' 0.0002 346 SOq 0.01
3.4.7 Endotoxins < 2.51U/g

v o =
4. Yanvundu q

4.1 fialesnifsikuuLanaiEon W@t certificate of analysis (a1u99 3) auatdunadiuiain
uSdngrBamionadetarseiuniuitviiavenanuméaluauesaiufuauesen

4.2 fausTmepadsiietn @afatuiy certificate of analysis 48 4.1 ) uhnrsveaeuldsos
31 25 Mansu (original packaging) Aetussesiianfidvun Wnalunisnadsy 45 Yy kams
vezouieuendvivssnsuiadnd fauemrasiletedundiBemevieldudeln q 84L& wndl
flfelumsneaey diavesiaazfeadufeendrldsedifioduomn

4.3 Tuwsiasvirvewadweudouuyanisd@n (Batch via Lot eafiuimun

4.4 ganufinauuu. certificate of analysis (AsUNNTIENITALTa 3) Fuatuviediunanuidnduan
voagadwasviluiudweu uasdldasvhnisduiedafionaasuldnalunisnagsy 45 Yy
namsvaaeuiiefuendvivesnanadnd favesaesitesiosdunddemevisliuisla q ¢
mnilalldielunimeaey favesaasesthgoendlfdefifiatuioum

4.5 Wuyssiusianlsngidn (orignal packaging) Wiy uasfinansey Sefudh Lot number
UStninan Usenegian Sundin was/mieTumuneny

4.6 fwusduvueoglidldsendi 2 T duainTudaey

47 waussy 25 Alansu/ussqsineg '

48 dueufidinmalulabiniosidn] adindes a.uasswdn
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oyl tdhwiullauyseanm 2565 - 2567

LRI R T Y

by

TeAzBLARMANYITANIE

1. %2 Fluswaenedu (Ciprofloxacin)
2. dnunziinly uansugBrusaiiong
3. dnYaziany
3.1 gasiadl : Ci7HigFN3Os
3.2 ﬁwwﬁﬂimaqa : 33130 (¢/mol) -
3.3 1hIm 1 USP
34 dnwnsiidiy  White to off-white powder
35 PwUiEvE ¢ 98.0 - 102.09% (dried basis)
o 3.6 MIasane (2.5% in 0.1M HC1) : Clear to slightly opalescent solution
( “ 3.7 fosfUsenauiug el
- Identification (IR) : To conform to standard
- [dentification (HPLC) : To conform to standard
- Fluoroguinolonic acid ' : <0.2%
- Ciprofloxacin Ethylenediamine Analog : <02%
- Any Individual Unspecified Impurity : <02%
- Total impurities : s05%
- Residue on lgnition : £ 0.1%
- Loss on Drying : < 1.09% (120 °C, 6h)
4, Yatvundu 9
(- 4.1 lEuesiadaauuuAnniden uay/m3e certificate of analysis suatuniaduian
e

Uidnifian wieundeuasUssiummuisndiaueneumiatlumuesadlyindussen

4.2 gavesawenhmoinaueulirnsnssunsmeluszesnaniigivue Sy 100 ndy
(Originat packingiavihnsnaaaunisidinsdengad (Toxicity test foiwad) laudns
Thiludursesewadildlunsudniaiu WaEVREauUAMAWATIYaTN (Microbiological
assay) lglalunsneaay 30 Yu

/4.3 n1sHRsa...

78
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43

4.4

4.5

4.6

4.7

4.8
4.9

oyialddmiuleutszana 2565 - 2567

-2-

msfinsiwhedwlude 4.2 Wumsmedeusadldvisly Lﬂuhﬂﬂﬁ*ﬂﬁ‘ﬂa@ﬂiuﬂﬂﬁm
mwLauaﬂﬂwvﬁmsamaﬂmLaamulm e winfidlgielumsnaasumiauesnan
fﬂummmumaanﬂ'ﬂfdmaumwm

winduniadusianassang dasiiionansiinie QC-Certificate oo Certificate of
Analysis sasfifmun lusasiBends 3 wasenarsnistidh (Air way bill/Bill of lading)
fede vieduulugedaeuiug lnoenasfeiwardunfmualdsunsiusesn
amuypvasssna fuamiindluysemelng wisnasdouazUseiunmdans

1 uussyAusianlsesul ndn (Original packaging) L1y flaainssy 7 odudn
Lot number USdngndn Uszedudn Turde wav/mietTunneny

wnsdwsudsaduganisndn Batch vie Lot) uaiuiimumuazSugmnsudaiutu
fufthsmagey

frvuniunsrenglilisendt 2 U Juaniudeeu

WIAUTTY 100 N/UTIYUS

&£

danuiidinnaluladfifuddnt 0. dnedes s.ursseiun

........... V; e UTESUNTTUNNS atve Q&J\\ip

A0l BSOS a0TR N T NTSUNTS
(nefrassd Snunaing) (neilzdin Bugned¥and)
Ao /V ......... NITUNSUBBLEYIYANT
(Wsamawen #inug)
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15%

siAltdmSulsutssanas 2565 -2567

03-1-00-02
PANBIRANAN YA

1. §o nlalnalaan usen vio vgda Inlslnanasian Hdeu
(Thioglycolate broth or fluid thioglycolate medium)
. Snwmeialy Hu culture media Mddwiunagsy sterility
3. ANV
31 Ju dehydrated culture media
3.2 fiovusznoudwioluil (esdusenouss 29,751 0)
- Peptone from casein (Casitone) 150 ¢
- Yeast Exiract 50 ¢
- D{(+)Glucose (Dextrose) 55 ¢
- Sodium chloride 25 ¢
- L-Cystine {L(+)Cystine} 05 ¢
- Sodium thioglycolate 05 g
- Sodium resazurin (resazurin) 0.001 ¢
- Agar-Agar (Bacto Agar) ' 075 g
4. Fofwuedu o
4.1 flEueTIAFDUUULARANADNLAS NANTARDYES muatuviadnuinngnin niouasdouas
Ussviurrilauesemdonluauesianlutuaussinn
4.2 faverrowdsiothwninsaseulifesnii 500 ndu aelussosnanfisviue Taeldnarly
nisveaaunely 45 Ju wamwmaavL?Jmaﬂﬁvs‘ﬁ:'uaqnswqé’mi Fefflauesianes Hesdouden
AndsvnevIolaLdslag Q16
43 ydweuioulugaifafuliiummaseunude 4.2 tenfugmiefsfovun
4.4 fdwuafurunerghivosnii 2 ¥ Tuaintudeasy
4.5 Wuussytusianlssemigidn (original packeging) ity uasdloatnsey ofudh Lot number
Vidndan Usemadndia TunBauas/ veTuruseny
4.6 YuAUTIY 500 ni/uTsing -
4.7 dwevtedidinmelulatitafosidng e dntos 9.urssnedn
BB (//{/ .................... UsE1UnssuNg ... gf “@7: ..................... NITUNT

(e Snunainen)

(ueledn Augaadiand)
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(WsEEWIEN A3nYa)
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