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1. %9 Tudadon evglidlow daws 12 W (@vad, WWunaozau)
(Potassium aluminium sulphate 12H,0)
2. &nwaseialy Juansedidwdumsnde svglifleslanenlud wa

3. AnwvusanIe
3.1 gasall : KAWSOq )z .12H; O
32 thwiinlulana : 474.38 - 474.39
32 mmmﬁmﬂsﬁ
3.3 mmma'ﬂﬁ - “lalginan 99 %

34 weddusvescutiou (impurities) gagmiiiu Fareluil
342 Fe
3.4.4 Na
346 Pb
3.4.8 NHq

341 A 0.0005
3.43 As 0.0002
345 Cd 0.0005
347 Cu 0.0005

4. TBAMUADY 9

0.0005
0.01
0.0005
0.005

4.1 fluesediesiuunaRiNGen uay certificate of analysis (mude 3) Auadunsadiunain
Uitnddn wisnasleuarusyiunusdndiaueniauwseuluiauasimluluauesia

4.2 iEussine maaaamaa'mmmmwmaaumelmsaunammwuﬁluuaamw 50 nn. el
e magsuUsHIng 30 Fu wansiansaniuenivuensuaing Sefauenaaziivias
Ademela 4 d1A Wmum’l*uma‘[,uﬂ'ﬁwmawgl,auaiwmﬂummmuﬁeaﬂﬂﬂsﬁmamumﬂﬂ‘uu

PHRUA

4.3 *mmua*uLmauﬂﬂmamﬂu‘mmimam (Batch 3B Lot) mmﬂumwm wiouWUY certificate
of analysis (A8 3) muawvmammmﬂmwmmam ‘uawﬂwama‘u
4.4 u“rznwaaswm‘ua‘umLaama‘ium_ﬂmmmmmu vmwamzvmmamumumwﬁmi’ﬂ%wm

Fusigeruldla

4.5 mwumwmawlmaam'} 2 T duandusenay

4.6 Wuussyiueminlsanuinan (orginal packaging) wind uae flaannssy Yadue Lot
number U3¥minan Usanagndn Susdie uas/vietununeny

4.7 wnausTy 25 89 50 AN./UTTR

48 dwpuidninnaluladthfosidnd s Undas 9.uATTEIN
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1. %@ afiondfadulaslewnsa (Amoxicillin Trihydrate) o
2. dnwaiziall  BuansufTauzesiang
3. ANWLIANIY

3.1 gnsiAll : CigHasNaOsS
3.2 \ngm BP/USP
33 WunsanBundum aunsaavangluinas
3.4 Amoxicillin Trihydrate (anhydrous basis) 2 95%
35 pH 3.55.5
3.6 Sulphated ash < 1.0%
.4 Faruundy
| 4.1 flauesIAIROUUURARAIADN Was/MTB certificate of analysis AuavuvTeduIaIn
~ Uitinan wiouadeuazysziumsuidnilauesaumdetluaussenluueaussia
12 favemareniiaiameulfauznssunsaglusssznaniidmun $wau 100 niu
(Original packing) itavhasnegaunisldinzdsnsed Tnedadiidusunnedawadaldly
mssdnindulaynaaauguaMAURaTn (Microbiological assay) Mantumaveaey 30 fu
4.3 msRrsuieghdlude 4.2 Wunawedsneadlduield duendvivonsuladng Faf
wusnanazfiedfanfunandewielag Bl mafidlddelunmeasumdiauenasvdiaady
foanAlddnstiiomn
2.4 mndundadusiaindielssne fesdionansfiade QCCertificate 30 Certificate of
Analysis aufismuatuseandends 3 wanenansansiudn (Airway BilUBILl of Landing) #2
ﬂ%am%aﬁ%mlumeimauﬁguq ImULaﬂaﬁﬁa%%aLLasﬁ’lLmﬁwm‘lﬁ%’u'iaqmnamummm
U‘ismﬁ@w%m*?iﬁgﬁuﬂ'ism?ﬁ,‘nij%auaa%au.asﬂssﬁumnig’fma
4.5 Huusryfasianissnugude (Original packagingwiniu faainssy Sauén Lot number
UItvkEn Ussinadnan Jundn uag/vieTunineny
o) 1.6 yadsoudeaduyanisudn (Batch vi3a Lot) WeafusiamuauasBugamandmfafufui
dmaEsy
4.7 Awusiunuseselideundt 2 T dunniudwey
4.8 wwAUTTY 100 Nu/uTISin
49 deouiidninmalulaBiidusidnd o uindes uasswdin
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1. %

syl wiulleudssunas 2565 - 2567

ov—-@- 2% ~0)

TwazBunANinYMTaNIY

83Insledu (Erythromycin)

2. anvazialy \Wuansuftueeiing
3. anwnsiang

3.1 gaadl : CasHNOys
3.2 dwmiinlaana : 733.93 (¢/mol)
3.3 30 : BP (Pharmacopeia)
Y o g = <t - '
3.4 anvoenoiy ; [Wundvviedindeseu
3.5 mafuine - fiuinunfigamal 4 swmizadoa
3.6 Specific Optical Rotation : -71 to -78 ©

3.7 Assay : Erythromycin A+B+C : 93.0 - 102.0%
Erythromycin B : <5.0%

Erythromycin C : <5.0%

3.8 fiosfssnaviug. fweluil.
- Related Substances

Any Individual Impurity  : £3.0%

Total Impurities : 27.0%
- Thiocyanate 1< 0.3%
- Water 1 £ 6.5%
- Sutphated Ash 1< 0.2%

4. defdwurdy 9

1 27 o = . . 1r LY o o
1.1 flauasIAMBILUULARRIADN Was/vTe certificate of analysis FuaturSediutain
Uinian wionadeuasusvivasuidndlausnmumdenluauenailutuaussien

4.2 flavenarsuhisgranusulrmenssuaismelusssiafitmun S1utu 500 n3y
(Original packing) Wevihnameaounsifimsideseed nedodifusunsonasadily
lunsudndndulasnaasunainminugadn (Vicrobiological assay) 1iialunsnaaey

30 Ju

4.3 msfinsrivesdute 4.2 Wlunawieduseadldviel WuendviSeasnsuy GEY
%mLauaﬁﬂwﬁaasamaﬂmmawa‘iﬁ e mn:uﬂ'ﬁmma‘luﬂ'rsmaaumamLauamm

i}.,mmLﬁumaaﬂﬂﬂ‘dmammm
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n#a!lllo L]

ayiRlddwivleudseanm 2565 - 2567

2.4 wnurdndniaindssane deellianansdaads QC-Certificate w38 Certificate of
Analysis amiiifwualusoasdeads 3 wasionarsansindy (Airway BIWEIL of Lading)
masmsedunlugadaeuiug lasenasiadasduunivunldunissusanis
anmupssemadidaiindlusavalng wisuasdeuasuseiunfune

w & [ .. . e a m v

4.5 1ﬂuussqnmm1nisdmu%wam (Original packaging) vintiu dHanIsy YaduaT Lot

number UigiHEn Yssmegdn Yurdin uaz/miefumineny

4.6 PMIHILBURBIYAMSHER (Bath vide Lot) Wenfuriuauasiduganiswdmiafudud
avngey

4.7 fwusfuvanendlitiosndn 2 T Wuantudwey
4.8 9AUTTY 500 nTu/ U

4.9 dswsundinmaluladfatudtdnd 0. untes 9. urssefn
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b, mhnudwedasing drinnalula8¥uiugdnd nsulednd

n. 'mﬁuquﬂ's;mmﬁlﬁ%‘uﬁﬂﬁés o JDom, O, o0 UMW (AuduaseLauEwRUEEUUmEIY)
ne 'Eﬂmawjam axgilidon davn ol 1h (e I‘ULL%EF‘J"’E}N) (Potassmm aluminium
ssulphate eloHs0) F1UU b,000 niafml
Judu e,@amgoo v 371 cﬂ@b wo U"m/niaﬂsm
mlo. auaﬂ%aaulmlamm (Amoxmum Trihydrate) §1%7U @o,000 AN
ity Kombad UM IR qo.dEel mw/n'su
me D3lnalody (Erythromycm) mm'u ®0,000 N3 :
L'Uuwu &&0,000 mw o9 s&bo ‘U'Wi/ﬂﬁl |

< Fufifmunsianats a ui @@' wqmmau ls@‘:bb : . .
gty m Joom,oed.00 UM {ammuaaaLLauamwuammmwmu}
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