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AMANYAUZIAWIZUDIE
calcium carbonate 1 g tablet or calcium carbonate 1 g film-coated tablet

1. Fo1 calcium carbonate 1 g tablet or calcium carbonate 1 ¢ film-coated tablet
2. qruanlAvialy
2.1 Uuuy Wuesdiadwsusudsenu
2.2 duusenau Usynauseen Calcium carbonate 1 ¢ Tu 1 1l
2.3 nwurussy usTqluusstnain deafumadu
2.4 aa1n
- syydenn duusznaumenddiyuazauusy Jukan Fudueny aviindn wasiammsdoushiy
Gl LB RRNNIEE eI
- yunurussRnettesdessrydosuiedonisdn diulsenounarauinanuusvete i
win Judueny Vidaau
3. auanUANIaunaia
wan1sATeiaua wdulua Finished  product  specification  Wwag Drug  substance
specification ildaamziTeusodinauanenssunsemsuazen NTENTNAGITUAY

3.1 Finished Product specification: Calcium carbonate tablet (USP)

49 Test Items Specifications
Identification Meet the requirements
2 | Assay 90.0 - 110.0% of the labeled amount of calcium
carbonate
3 | Uniformity of dosage units* Meet the requirements
4 | Dissolution* NLT 75% (Q) of the labeled amount of calcium
carbonate is dissolved in 30 minutes

3.2 Drug substance specification: Calcium carbonate (USP)

9o Test Items Specifications

1 | Identification Meet the requirements

Assay 98.0 — 100.5% of CaCO; on the dried basis

3 | Impurities
- Acid insoluble substances NMT 0.2%, the weight of the residue does not exceed 10 mg
- Arsenic NMT 3 ppm

- Barium Meet the requirement

NIIUNIT z)
Vi S o 0B
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GPU 694255, 743154 [V2601]




U9 Test Items Specifications

- Iron NMT 0.1%
- Lead NMT 3 ppm
- Fluoride NMT 50 ppm
- Magnesium and alkali salts | NMT 1.0%, the weight of the residue is not more than 5 mg
- Mercury NMT 0.5 ppm
4 | Loss on drying NMT 2.0%

WaBIWe - 5¥YWUe Dissolution fiu Uniformity of dosage units Tiwuulenansuanssiuazidunna
NM3nAsIe wndilaudstilulu CoA
- nsdifvanedouudinisiiu (waive)  n1sesrasuiiasisidesienislalddunansenans
vangusananildsuayiasme

4. Roulvdu 4
4.1 wnansnsIdFuayyntunsduiiusniiedmiteluvsemalve uazduns (declare) unds
Bl

611 luddgymstunadouniue (Me.2 .3 e.d wie 62 ududnsd)

412 Tiwetunadou ve.1/6.1 vesenitauena wiouswazdeardensmun
ﬂmn1w'namﬁmﬁ'mﬁmuﬁ“i‘fumﬁau (finished product specification) uay
Jerimungunmuesingiiu (Drug Substance specification) nseilogseninanis
Wasuuasudludiudy wwfosuuuienansmsveudly (8.5) wndou finished
product specification uag/m3 Drug Substance specification

4.2 1BNETTUTDWNNTFIUNTHANEN

4.2.1  nsdiiemdnlulsamalng uandosidiunnmdeniidesusonnasgrunisuan
gmumdnInaeiIsNsiinlunsuane PIC/S (Pharmaceutical Inspection Co-
operation Scheme) lngwineau PIC/S participating authorities w3ailianans
fuseunmsgIuNsARIAIMANINAYILAY B NSTIRluNSHAREwesd WY
ARIZNSIUNITMNSUALEN NTENTNATITNAY Bervundulnefinuaenadeuay
vinsuiundninasiuarisnisialunisudnen PIC/S lumnaenilauenny aty
aganuseumsnsvasulasiinamsiusesieiuiivseniausenmasnadidning
ind

422  nsdidusnidhaniesema duandasiionansusemnnsgiunssaneiny
VANINNSTISMIARLLUNTSKERE PIC/S (Pharmaceutical Inspection Co-operation
Scheme) Tngyiaeu PIC/S Participating authorities atua1ganusaunis
asnvasulaeiinansiusesfieiuiussmausemasamdidninsindvianasnenyin
WAUANTA
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4.3 Lanmiﬂmmw*ﬂaamﬁmuai']m
43.1  HANIATIVIATILNAUNMNENA N UDINER (Certification of analysis of
finished product) lugn{ufidsiangn
4.3.2  wansIATeiRuaingAuvesiaendfey (Certification of analysis drug
substance) Mtlunisuanenuiidadusegiesiuineuasdudningiu
433 lenasviondngnuiuduanudiusseninsqunisndnvesingauvedsiaendifiy
(Drug substance) ¥ 4.3.2 fusunisudnvaandnsiaeidniagy (finished product)
19 4.3.1
434 wWan13AN®N Long term stability @y ASEAN guideline on stability study of drug
product nABATegYeIild TNz Teulifudiinaunnznssunsemswazen
NTENTNAIGITUAY
4.4 Mogen
441 faveim fesdwnetnanetaiey 1 miussyiug Saduiunuans
swazdunldasudumuiidmunluidenuaiiiviludssunielu 3 fundsin
\@ueIIAN
4.5 MmsUseiunuA e Tdwey
451 yifidweusosiongldldlidesndn 1 9 6 ewluanudwey
452  gmnnafidwey wdosddnnmieluiusemanisaTninnsisjuiidwey
453  nsdiimbesmaihnsduisgneiidwesuiiiadmnainssinunin mie
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