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737771, 684349: Calcium carbonate 1.5 g tablet %39 film-coated tablet
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2.1 Finished product specification:

U3 Test Items Specifications
UsP43
1 Identification
A.  Calcium Meet the reguirement
2 Assay 90.0% - 110.0% of the labeled amount of calcium carbonate
3 Dissolution test* Not less than 75 % (Q) of the labeled amount is dissolved in 30 minutes
a Uniformity of dosage units Meet the requirements
2.2 Specification of Active pharmaceutical ingredient (API);
Yo Test Items Specifications
usP43
1 Identification
A. Calcium Meet the requirement
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18 Test ltems Specifications
Usp43
2 Assay (on the dried 98.0%- 100.5.0 % of Calcium carbonate
basis/anhydrous substance)
3 Impurities
3.1. Acid insoluble substance NMT 0.2%,; the weight of the residue does not exceed 10 mg
3.2. Arsenic, Method | NMT 3 ppm
3.3. Barium No appearance of green color
3.4. Iron NMT 0.1%; the absorbance of the solution from the sample solution
does not exceed that of the Standard solution
3.5. Lead NMT 3 ppm
3.6. Limit of flucride NMT 50 ppm
3.7, Limit of Magnesium and NMT 1.0%; the weight of residue is NMT 5 mg
alkali salt
3.8. Mercury ,Method lla NMT 0.5 ppm
4 - Loss on drying NMT 2.0%
5 Storage and packaging Meet the requirement
NUBLAR NMT = not more than
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International Conference on Harmonization of Technical Requirements for
Registration of Pharmaceuticals for Human Use (ICH) #5©
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9.2. dwnenasuansnanIfnmauashluanzise (Accelerated stability data) $7u7u
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11) dwmangiuninuauyaveswansusien Bioequivalence) lngnanisAnwinruauyaues
wandaaien (Bioequivalence) Lulumudarinun ASEAN Guidelines for the Conduct of
Bioavailability and Bioequivalence Studies %38 @;ﬁaﬂ’liﬁﬂm*‘%i}wﬁw%maLLaﬁ’mwa’uaa
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15) dumisiieTusesnnsguipsufifins 1SO/EC 17025 Tusrenisenfiaue @)
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17) dunenarsuanateyanislaiunisussglu Orange book 189 US.FDA. %38 European
Medicines Agency (913l
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wuvlsetiiuAanUszansnneaasian (Price Performance) Usstnneniadl
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1. panmuazauaniEnduussleviddemensnts Govaz 70) Fannsin
tnassinsUszifiugmnkaaduatendosiiny AZUULY
. S_E‘&mab.iﬁa,_a (General quality criteria) 20
1) AesFIUMSHEREAUNENINASTIS NS ARLUNSHAREN 15
2) wesguIngeumedAny (Active Pharmaceutical Ingredient Specification) waginnsgiu i
nAndnie1d1593U (Finished Product Specification) g
3) wesgIUneeIUfURng 2
4) wnesgrumsivinuleyasEaIsEmIENINLSIS N ITRuNIT AU IwILaENsEaTeen (Good
Storage Practice / Good Distribution Practice ; GSP/GDP) 2
5) wasgIuNGnoE 14
6) AuaTAeeUslviensuf iRy 4
. nasiguA e (Specific quality criteria) 80
1) zmﬁﬂ%@egﬁg%mmwﬁmazmBmwgﬂﬁm (Certificate of Analysis ; CoA) 20
2) zmﬁm@%%bézdmzﬁﬁém i (Stability data) 7
3) nafiganunwIeIMYLEUTIRRiduiEg usTANEiLazaan (Package & Labeling) 3
4) anuwndsnlunstiindnwdueduluy (Therapeutic Equivalence) 25
5) nsAnw/Adenweailn 20
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n. _,32&@235&&& (General quality criteria)
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MIATFIUNSHARB UM NLNMSTISN1AA lUNIHEREN (ASUUUFIN = 99 1.1 + 1.2+1.3)

1.5

1.1 Certificate of GMP Active Pharmaceutical Ingredient (AP lununneniliaustne atiuaras

= a = o w o - 2 2 =
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0.5

1.1.1, 1a3un155uUses GMP-PIC/S 910 PIC/S participating authorities #58 cGMP

0.5

) o =) < = 1 &. L 2 Qi
1.1.2. 1a5Ums5uses WHO-GMP #30 38 cGMP Wiaalfiauwin Turinafiinetesiu AP

0.1

1.1.3. l5ifun155uses WHO-GMP 38 cGMP viaiftauwn uildszymunndaiau / Liflienans

WARSNISSUTDY GMP (luiiWor5047)
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1.2 Certificate of GMP Finished Product luvsinnenfilauans atfuangamusaunisniasaulng
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0.5

1.2.1. ¥Fun13fuses GMP-PIC/S 410 PIC/S participating authorities 30 ¢cGMP uag/n3e
Misdasusoandngium (Certificate of pharmaceutical products) @1n PIC/S
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1.2.2. 16i5Un"133u383 WHO-GMP %38 cGMP w09 Usewarndn lumnafineadeasiu Finished
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WAL MALDYE (NSdlentgn)

0.1

1.2.3. lasumssuses WHO-GMP wilsiszumnndniay (lifersasn)

Bmzmjmmr:.._qu.SﬂEme_wu_.mm._E_.fmuJEMD.EEurmsgu

LUsEsunssunis 2.89%8 1 v\m\:.%ﬂ:::bmmﬂjj

(Wey.5gpms TYadsuens) (nru.afan Tusna)

3. A0 e T L NSTHMNS

(ney.gT31 Alnwade)




W1 4 970 26

inausin1sUssiiugun NNandusiendaandiy AZLUY

1.2.4. 1§¥Un15u589 GMP-PIC/S w38 WHO-GMP 38 cGMP imunengrauiuusznasznin 0

1A waghifienasuaninistuvesseny (luiwoarsas)
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1.3 nsdinduenddtnannsnsdsena desddunisdesusowaniu (Certificate of 0.5

pharmaceutical products: CPP) naentivdasusasnisiamuie (Certificate of free sales: CFS)

Tumnnendiauemns
1.3.1. CPP w30 CFS atiuangn (wiusaunimasindau) nsaiderglvilorgmivsasiaiulsene 0.5
szmazim vieuefindaluusemalne
1.3.2. il CPP w30 CFS 38 i1 CPP / CFS vuneny 0
2. | ansgingAuRlenddiny (Active Pharmaceutical Ingredient Specification) uay 3

wesgrundniusisndniagy (Finished Product Specification)
Avrsanamuenansnrsiunsdoy (asuuusasl = 98 2.1 + 2.2)

2.1 snpsgrudsgiivdaendnfgy (Active Pharmaceutical Ingredient Specification) (taanvalade 15
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7 1
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3) 884 USP, 8P, Ph.Eur, IP P atulmindiusznie seysisen waviilalunzdeou 1
ssussaudasuds @us 7 oo, QEHE))

4) #1983 USP, BP, PhEur, IP, JP atulmindnszna szyshanen uazBuudlolunadou | 0.25
m¥ueuds (@ o5 7y oa. melu 2 Vuadalailasunsewi® wasBuudlaneusy
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5) 97989 USP, BP, Ph.Eur, IP,JP atudign wialwindtusznia seumisnen wazwnbuly 0
nzfeudsueud wids blgduuslalunsiSoussum

6) 81483 USP. , BP. , PhEur, IP, TP, JP (atumaussnend sum.Usznie) wasuhlaly 1
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7) #1983 USP., BP, Ph.Eur, IP, TP, JP (atfugmnaisnsnendl sum.Uszne) wazbiuudlly 0.15
nuifousiuswdn @ o5 18y oa. nelu 2 Vuadilildunsewssd uasBuuilanou
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22

NIMTFIUABINLOFficial Pharmacopoeia rasUsemAIuain@nvas The International
Conference on Harmonisation (ICH) (iawigaua®n ICH 71 Official Pharmacopoeia
harmonization i@ USP, BP, Ph.Eur., JP, Ph int.) v3adomuuniazinnsgiu In-house
orocess fiaaandasiu ICH Guidelines uag/15e Pharmacopoeia General

Requirements (tanvaladauia)
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97484 Official Pharmacopoeia Y09UszinA#INGn ICH wag/%se In-house process ¥
ganAfBany ICH Guidelines %38 Pharmacopoeia General Requirements RUUAEA
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81984 Official Pharmacopoeia va3UseinAain®n ICH Wwag/15e In-house process ¥
aanAanafiyu ICH Guidelines #38 Pharmacopoeia General Requirements atiulual
nd1uszn1asIen sus.Usena nata wazunluluvgiousisusiuad @u.s 7

08.91i7)

1.25
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91484 Official Pharmacopoeia 183UsemnAeudn ICH wag/38a In-house process 1

apnARBiU ICH Guidelines ¥58 Pharmacopoeia General Requirements aifudlgn
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visamsinduszniadnsne i sus.Usgnie yniade wezauuAlylungdeushiueudn
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97984 Official Pharmacopoeia 983UszinAaundn ICH wag/Wie In-house process
#pAAARIAU ICH Guidelines w38 Pharmacopoeia General Requirements aUtus
UszniAd1send sunUsenia ynade wazunlulunsiowisvewa @u.5 7 oe.
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81984 Official Pharmacopoeia 103UseinAauTn ICH wag/%39 In-house process #l
#9nAaDINY ICH Guidelines #38 Pharmacopoeia General Requirements_atumiy
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