Qmé’nwmuawwwaem SEVELAMER CARBONATE POWDER 0.8 GM.

1,881 SEVELAMER CARBONATE POWDER 0.8 GM.

2 AauaNtEnLly
2.1 JUwuy
2.2 d@ulsenay
2.3 NYULUTTY
2.4 287N

Wunsendimdesdou dmiuiudsennu

Usznausesien Sevelamer carbonate 0.8 N34
vssqluvesegiiflenesdii

- seyTienn duusznoufndAYILazALLST TuREn Yudueny Laviindn
waziaunzdouifualioddnauuuussgsine

- Uumsuuzmiqmaemﬁaaﬁaﬁsq%amﬁa%mamsﬁw drulsgneunas
PIAATILSIVRIEN avindn Tudueny Tedhedaiouuuuee,

3.anauddniamaiia Finished product specification:
mamim’;aﬁmeﬁﬂmmmﬂulﬂmm finished product specification kag drug substance
Specification ~ fig1sBaanindassuidieaiu - BldannzilousedinnuanenIsunsomMLase,

NIENIWEATIIUEAY

Fad gy fuildsndsenfuatuiiisuwimselminiunasgundusiiula

F3UT PAUSENIANSENTINENSITAAY 138958URNSIE WA, 2561 avTuR 6 SuAN W.A. 2561

(asUsznlus RNy iU 12 nuAuS 2562)

3.1 ldentification test

ATIVWNUMUNTVUNELUBUNU 0.8,

(%

3.2 Uniformity of Dosage Units asasumuiitunsdeuiu o.e.
3.3 Loss on Drying NMT 8 %
3.4 Total Titratable Amines 11.3 - 14.1 mmol/s.
3.5 Residual Soluble Oligomers NMT 0.2 %
ALY NN NUARUANBETLANY
U3¥51UNTIUNNT
AITUANT
NITUNT
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Qmé’nwmzquwaem HEPARIN SODIUM STERILE SOL 5,000 U./ML (5ML.)

13281 HEPARIN SODIUM STERILE SOL 5,000 U./ML (5ML.)

2.auauianly
2.1 sUuuy HuansazangusAanide dwsudadmasaidions viieldiavi

22 dulszneu  Usenausieien Heparin Sodium 25,000 iu Tuansazaie 5 ml

2.3 AYULUTIY Uiia’lumsﬂﬂmmﬂimmﬂmaﬂmaum

2.4 2870 - ‘SUU‘UBEJW dulszneufendmdrarAILLS KGR auauma \auTinGn
LLauLawwLuwmwEﬂl’;amwmwuuumiaﬂmm
- Uumfvuvmaamazmuaammi wammamamqmsé’w druusenaukay
PNARIULIIVBLE LATIER 'suauma 1198 19TALIUUULHIYT

3. anudNUANILnALia Finished product specification:

Namim?mLﬂi'lmﬂmmwmulﬂmu finished product specification Wag drug substance
Specification 1B RnndusuLReaiu FildaanzidyudadinauANENITUNITOIMSUATY
ASYNTIANS T ﬁaﬁmawﬁ’w%’umﬁ’féﬁﬁwmLﬂuauwma‘umea‘l‘wumwmmmumé"uﬁﬁﬂm
fduwils muUsy mﬂﬂ'ﬁ”m’mmmimm Liaai“‘umiﬁm W.A. 2561 A9TUN 6 SUNAN W.A. 2561
(aaﬂ%mﬂiuaw*ﬁn%muwﬂ‘wnuw 12 ﬂmmwuﬁ 2562)

3.1 Identification test m’mmum’mw‘uumt,uauﬂu 8.8.
3.2 Assay 80 - 125 % L.A.

33 pH 55-8.0

3.4 Bacterial Endotoxin AR ATt SeufU 0.8,
3.5 Sterility Test as1aEnumuiunzileuiu 0.0,

AMENTINNINMUARANYUZLANE
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4. [Jaulvdu
wLauasﬁmmmauuamwuaaasmm wéouasansilotodusenenansinegiienuna
sneanduaRdl

4.1 Laﬂmsﬂ’ﬁl@\'%’uayiym%yuwﬁstT'\%’UtnLﬁa'«ﬁ’mmaluﬂszlwﬂm wageung (declare)

WABIHER

1.1.1 TudynistunzidousnFuen un ne.2 ve.3 ne.d vse 8.2 uduANI

0.1.2 ludveTuneideou ve.1 %50 6.1 maamﬁmumwm nw¥ousvaziduaiidens
mummnmmeaqwamﬂmmmumwvwau (finished product speoﬂcatlon)
ey mamuuﬂﬂmmwmmmmu (drug substance specnfcatlon)ﬂimvma
i‘“‘Vl’J’NmiL‘UaEJULL‘UaQLLm‘ULWNWm%uW@\?LLUULaﬂa’ﬁm'i‘U’e}LLm‘U (8.5) WIN5Y
finished product specification way/uM38drug substance speof‘catlonImJ‘UEJ
wilaneuTulszniauseninsiandidnnsednd wazliiiu 2 U s Tudsenin
Usemasandidnvsetind

4.2 1BNENTSUTOWINTFIUNTHARYT

4.2.1 nadlomasiuvssmdlneg grdadoalidunnmienideiusennasgiunisuen
g N TTLaE TN STIRlUNSHAREY GMP-PIC/S %38 RS IUNISHERNEN
AUVE NN LAY TN TR IUNNTNERY1YBIEUNIIUANENTTUNNTOIMITULAZEN
NIENTIIANTITNAY Farvuntulasinuaenadeanaziafisndundninus
Lazdznisiialunisuanen Pharmaceutical Inspection Co-operation Scheme
(PIC/S) lumnagfiiauene atuaganuseunisnsandeulasiinanissusesi
Sulszmausgmaadidnnseing

'
a

(wiwauysel ~ofidudwan)
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4.2.2 nsdifidugnidhansalsema guandosdduunmmeniidesusounmigu
SHAREIPIUVENIN ST LTSN TTRUNTNENE GMP-PIC/S U8UsEINAGNER
aﬁudwqmmmaumsmwaa‘uimEJ?JNams%’usaaﬁﬁuﬂszmﬂﬂizmmﬂm
Bidnnsednd

4.3 Laﬂa’ﬁﬂmmwmmmﬁLauaﬁm

4.3.1 wamsmiaaﬁLﬂs’wﬁqmmwwémﬁm%mﬁ’lL%ﬂgﬂmmé’wﬁm (certificate of analysis
of finished product) lueguitdududegns

4.3.2 nanInTIATERRn W IngAuTeained ey (certificate of analysis of

drug substance) ﬁ‘leﬁlumswamaWiumaaLﬂumaasmwwaamwammLLavwmammﬁ‘u

4.3.3 'viaﬂmumaLaﬂemauaummauwuﬁivmwiumswam*uammamwaammmﬂm
(drug substance) 98 4.3.2 ﬂ‘uwmiwamaawamﬂmmmaui%ﬂ (finished
product) 98 4.3.1

4.3.0 wan15Anw1 long term stability AABAYI991EVBIELN Fgunzifaulifudiinnu
AENTINNNTOMNITUALET NTTNTNATITOEY

4.3.5 nsdiiiuenngu vaccines , blood products Aesdilenansiusessumsnan

(lot release) INNTUINGINERSNITUNNE NTENTWENTITUGY

4.4 §19g19en
4.4.1 flauasnm maqaamamamamauaa....s....‘wma‘uasﬂnm% Fadusununans
‘meavLawﬂ,mﬂ'ﬁ'umummwmwuﬂ‘lummaﬂmamummwmamu

4.5 m'ﬁﬂivﬁuﬂmmwmﬁdmau
4.5.1 EJmaquaumamm%ﬁ'j’lﬁlmuaaﬂm ...... 12.... \putuanniugsy
452 mmmmwama‘u mmaqaaamuwmwmEfLUiUiaawamsmamLﬂswwmiuwamau
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4.5.3 mtﬁﬁwﬂasJiwmiv‘fwmsejuﬁmammﬁdmauLﬁadamaﬁmswﬁ@mmw el
s19n159zviImTldesesvediegng IﬂEJQ’Lauaﬂm(cﬁfma)%éfaqeiwmﬁuﬁﬂmu
Sraufimhesensdmsielinszianduifuiaveumlddeinededy
nsTndsegua nsdfinuineThidulumugudnvazians mie
s1vnsvednuanslifuinnsainsauesaefnavesiaueiia(guie)
waz/vioduanluafuiely

4.5.4 fauema(fuieasfesfundeusideninduuaeiy vioidlaiinnsidenani
seUsennslageurmunlaglifideuly

455 nsdhdusriideafuiigumgl 2 - 8 ssrigaidua Fosuandonasifusesidl
suunafiuuasdndeeniu cold chain system #ldiunnsgIunmunaninms
Good Storage Practice (GSP) wag Good Distribution Practice (GDP)

4.6 WNANTOUN
4.6.1 nsaiefiausldlysdunuu (original drugs) Aesiilenaisuanisfine bioequivalence
YpseauesmUTuiisuiveduluy lngismsAnudeafulumuvdninaeiuag
WU URluNs ANy TranyavessnandyvesdunuANENITINTOMNTUAYE
NIZNTNEAITITUEY
4.6.2 nsdifueiidosarane/ideaneuld deslinanisAinwiAuAsanImvainsazaney/
Fo973 Tudvhazanesneg asufulazaonaqafuenansinnue
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4.7 davesian (§une) Buseslisnidndygrneuasuimun
4.7.1 nsfinamsguasaninssisriannsuingimansnisunndliduluaa
WML MR
4.7.2 nsdindndndierviaigniFenfviuaniewnainlasdrdnmuangnssunis
pwnsuaren lutasnavesdygnasienzune

4.7.3 nsdiwudgmauamannuaniusieniionndmadeUssininawasmnuaends
sofUhenlniue

AVUAAMENYULIANE

Us¥51UNTTUNNT
ASIUMS
(wwauysel  efduBagen)
...... o [[MInSy  Assumg

(Weaueea  UAINEU)



