Qmé’nwmxmwnwaqm SEVELAMER CARBONATE POWDER 0.8 GM.

1.3981 SEVELAMER CARBONATE POWDER 0.8 GM.

2.AnuduRngly
2.1 3Uuuy
2.2 d@nlsznau
2.3 MYUYUTTY
2.4 287N

Junsendindesgou dmiusudssmu

Usenaumemien Sevelamer carbonate 0.8 N3y
usTgluresagiileunosdiiu

- syyienn dhuusgneuiendidyuareuuse Junde Tuiuony wwuiinde
waziaanziluiiueliogradnauuuussysioum

- UuMTUEUSIEnet R efinessyosmIetomnansin diuuszneuuar
VAMMUTIVBIE1 1avTinEn Tudueny Tegrsdnauuuimeen

3.auaulAnIamAlia Finished product specification:

Naﬂﬂim’sﬁLﬂi’lzﬁﬂmmmﬂﬂﬂmm finished product specification wa¥ drug substance
Specification  #ignaBeanndussuiientuy  FdldannsfousediniuanenssunmseIuayen
nsEYsNAEITNEY  Teindaiuildsdieanduatuilieuvimielminiunesgunduiiul
f¥unils maUsENANSENTIESITEY Feasrysinnen we. 2561 asTudl 6 Sureu . 2561
(aeuszmeluswAsanunwIuil 12 nuanius 2562)

3.1 ldentification test

AFIIHURUNVUNELTEUNU .8,

3.2 Uniformity of Dosage Units AssH LT usLSeuiU 0.0,
3.3 Loss on Drying NMT 8 %

3.4 Total Titratable Amines 11.3 - 14.1 mmol/e.

3.5 Residual Soluble Oligomers NMT 0.2 %
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4. Waulvdu

AlaueAsduLanmilidosuses nieuasaefiotesusenenarslaediisuin

SUALLDYARIL

4.1 nansnsiasveygywdunelousmsueniedmminglulssmalne uagduns (declare)

LABINER

4.1.1 TuddgmsTunzidoussuen Toun ve.2 ve.3 e.d ¥se 8.2 udusinsdl
4.1.2 luAwetunzideu ve.1 ie 8.1 veseiidussian nieusivasideaidenis
AIUANAMANYBIH AR AT NNTuneLTeu (finished product specification)

wazderinunguaInvesingiu (drug substance specification)nsdifiog
senIeNsasuLUaud lusiuiuagdaatuuanansnisvauily (8.5) unwseu

finished product specification waz/13adrug substance specificationlagve
uilunauiulszniauseninsiaddnnseiing wazluiiu 2 U a Juusznae

Usemasiandidnnseting

4.2 Laﬂms'%'maammg’mmimamsn

4.2.1 nsdlewanlulssinalve guasdosddiuinmarendsdosusemnnsgiunis

HANYINWNANNUTUALITNIINATUNIHERET GMP-PIC/S %38 41MSEIUNTS

wammmuwé’mﬂm%uaz?%‘mﬁﬁlumswam&n‘uaqa"ﬂmwuﬂmznssums

9IMIUATYY NTENTEATIINGY Fanvuatulaelnnuaonndoduasindion

AUNENINUINUAZITNI1INAIUNIINERNE Pharmaceutical Inspection Co-
operation Scheme (PIC/S) lunuang1fiiauev1e aduaganiusaunis
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4.2.2 nsdifdueudrainsneyssne guandosiidnuinmdienisdeduses
UIMIFIUNHENL NS NINAeILAEITNSNRTUNTHERET GMP-PIC/S VB4
Usswrgnanatuarganiuseunisasivaeulaednanisiusesieiudsenie
Uszmasindidnvseiing

4.3 BNANSANN MBI TLAUDTIAN

4.3.1 HaN15RTINATIBRRUANKEAR ST Ed153UvdRER (certificate of
analysis of finished product) Iuaﬁjuﬁﬁﬂlﬁuﬁ’;aéw

4.3.2 HaMINTIVUAT AU WIRQAUVBIFIEAYY (certificate of analysis of
drug substance) MAlunsudnensuiidadusegisisvesduaneuazdnanagiu

4.3.3 wangunielenanstudunuduiusseningunisuanveaingAvue e
d1fgy (drug substance) 4o 4.3.2 fujunisudnvendndugierduiogy
(finished product) U8 4.3.1

4.3.4 wam3Anw1 long term stability AaeAvateIgTeITItUMzTUlT Tudnay
ANENITUNTOMITUALET NTENTNASITNEY

4.3.5 naghBuenngu vaccines , blood products fesiitenanssusassunisnan
(lot release) MNNTUINGIMAATNITUNNE NTENTNAITITGY

4.4 feagnaen
4.4.1 flauesm desdwinegneegeee... 5. mheussying Jaduiununans
eazdealaasuiumunnmusluidenuan ity

4.5 msUseiuAun e Ndwey
4.5.1 envideneudediengldlalitesnin..... 12. . ifeutuainiudweu

4.5.2 gwnnadiduey zdesddinnnangluiusemansnsaiasiziensuiidwey
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4.5.3 nﬁﬁﬁwm&m%miﬁwmiq’uﬁuasmm'ﬁa'mavLﬁad@maﬁmiwﬁ@mmw
niesynsagyivilsiefesvediete lnefiauesian(fuie)azdosdee iy
Sneudauiimirenunisdmseiinseiuasdudfuinveudldsned
Herdedunisnmalinssiauam nsdiinuienliifulunuandnvos
N1y METIINSTRANUAVE iSUsanMTae M RInavelaue
senuneuas/vieduasluadadely

4.5.4 fiauenauiezdesiuasusuileslndvuneny viedleiianis
douanmieusznslagrouimunlaglifideuly

455 nmddunifeaiuiigungd 2 - 8 ssmuwaidva Fowanuenansidusesiil
ssuunsifivuardndeenu cold chain system Aildunnsgiunumdnines;
Good Storage Practice (GSP) way Good Distribution Practice (GDP)

4.6 wnansdug
4.6.1 nadloauslaildenduuu (original drugs) Fesditenansuanisdn bioequivalence
YeEnfiaueanlisudisuiuedunuy Tne3ansanudoadulunumdninasiuas
LU iRlunsfnundranyavesenandyvesdinauamgnssunsemswazen
NIENTNANTITUAY
4.6.2 nsdidueniidiesazars/ifenenevld desiinansAnuanuasanwmdinisazans/
130919 Tudinazaiurngg asuiunazaenadeastulenansiniuen

o

4.7 fiauesim (§vw) Busenlionidndygieunsurimun

4.7.1 nslnan1squnsiafinsigisriainnsuinermaninisunmdliduluna
NIFIUTAUUA

4.7.2 ﬂﬁzﬁwﬁmﬁm%m%ﬁm‘ﬁgﬂL%'aﬂLﬁuﬁumﬂ‘ﬁamamimﬁwﬁﬂmuﬂmzﬂssumi
omnsuaren Tutenavesdygisiessens

4.7.3 nsdinulgmauamainadndusieniiersdmadoussdninauazaiiy
Uaonsesafaedlizuen
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