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1. Boen Alendronate sodium 70 mg + Colecalciferol 5,600 IU tablet

2. amantanaly

2.1 Uy Wuede dwmsusudsemu
22 8msznay  Usznaudlodlen Alendronate sodium 70 mg uaz Colecalciferol 5,600 1U Tu 1 153
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3. AMLENLANIIINANA

3.1 Finish product specification?

1. PRnmdamdagy m’.mhumuﬁs:y‘lu Finished product specification
2. Identification mwmumuﬁs:q'lu Finished product specification
3. Dissolution @ls’aﬁwhumuﬁizylu Finished product specification
4. Content Uniformity m’mmum&lﬁizylu Finished product specification
5. Impurity / Related substance m’a%muﬂ’mﬁizgh Finished product specification

3.2 Drug substance specification

3.2.1 Alendronate sodium"*
1. U?&nmsﬁmﬁ?ﬁm 98.0 - 102.0% of Alendronate sodium 98.0 - 102.0% of Alendronate sodium
{calculated on the dried basis) (calculated on the dried basis)
2. Identification ATNIH AT
3. Loss on drying 16.1% - 17.1% 16.1% - 17.1%
4. Heavy metals NMT 0.001% ATIINIY
5. Chromatography purity - Any individual impurity : NMT 0.1% - 4-aminobutanoic acid : NMT 0.5%
- Total impurities : NMT 0.5% - Phosphate : NMT 0.5%
- Phosphite : NMT 0.5%

o %
(89%8) UsrsuamenIsung

nITANMY

(Wingnizeg Fsonndin) (wiadyan FEEULED))

wihiitimenisii yeilB3si2561



3.2.2 Colecalciferol”

Test ltem BP 2013
1. U%&nm@i’amé’m”ry 90.0 - 110.0% of Colecalciferol content stated on the label
2. Identification ATV
3. Related substances ﬁﬂﬁlmuﬂ’mﬁi:q‘lu Finished product specification
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RABING : 8198991

1 = General requirement 2aILNFBGITUEINIY Finished product E‘ULL‘uumLﬁ@

2 = The International Conference on Harmonisation of Technical Requirements for Registration
of Pharmaceuticals for Human use (ICH quideline), Impurities in New Drug Products Q3B
(R2) ; Current step4 version, 2006.

3 = The United States Pharmacopeia 38

4 = British Pharmacopeia 2013

5 = ASEAN Guidelines for the Conduct of Bioavailability and Bioequivalence Studies LLa:@;ﬁa
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3780190 2 Glucosamine sulfate 500 mg capsule
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1. 8oz Glucosamine sulfate 500 mg capsule

2. amantiarnall
2.1 guyy Wuendaundgs dmivsulsemu
2.2 udsznay  Usznauaiuaaen Glucosamine sulfate sodium chioride ﬁauyan”u Glucosamine 500 mg
lu 1 130
2.3 NMTUUIIY Usiqlum“ﬁuzﬂmaﬁﬂﬂaaﬁumw%u
2.4 287N - szq%am FIUUTNAUAENF N YURTA NS TUNER fuﬁvumq \fikse s
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3. AmANUGNImARA

3.1 Finish product specification'"?
1. USnmendegy mnmumuﬁ‘smlu Finished product specification
2. |dentification m’samumwﬁs:qh Finished product specification
3. Dissolution m’mb&’luﬂ’mﬁﬁquu Finished product specification
4. Uniformity of dosage units msw&humuﬁﬁ:qh Finished product specification
, p
5. Impurity / Related substance mmmumumquu Finished product specification

3.2 Drug substance specification : Glucosamine sulfate sodium chloride™

Test Item BP 2013

1. Snuddaty 98.0 - 102.0% of Glucosamine sulfate (dried substance)

2. Identification (Sulfate, Sodium, Chloride) ATIVHW

3. Appearance of solution Clear and colourless

4. pH 3.0-50

5. Specific optical rotation +50.0 19 +55.0 (dried substance)

6. Related substances - Unspecified impurities : for each impurity, NMT 0.05%
- Total : NMT 0.2%

7. Heavy metals NMT 10 ppm

8. Loss on drying NMT 0.5%

9. Sulfated ash 23.5% - 26.0%

10. Microbial contamination TAMC : 10° CFU/g
TYMC : 10° CFU/g
Escherichia coli : Absence
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o . . L
gn1In 3 Teriparatide 250 mcg/mL injection

L muﬂs:mﬁﬁ'ewﬁhqummmﬁ 2509 2561

1. %am Teriparatide 250 mcg/mL injection

2. aokENTGA Tl
2.1 3y Dussssmsdnannida 1g LT dwivda
2.2 dmwdsznay Usznaudlgegn Teriparatide 250 meg / mL
2.3 ussasimed ussgrlum’uu:mﬁ@ﬂﬁﬂmm%a JUuWY Pre-filled pen 1331615 2.4 mL/ Pen
2.4 a8 n - s:y%am SuUsznaudmidgyuarauusg KA 1”u§umq Wwuinda wunadion
13U LL&:?‘Emﬂﬁu{nmm‘h”atmfmwuuussqﬁm‘ﬂ
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3. AINIANI9INATA

3.1 Finish product specification"?

1. Binadamdney

I mwmumwﬁif:qlu Finished product specification

2. Bioresponse ' mw&humwﬁs:y‘lu Finished product specification
. Identification

mwrimmuﬁs:q‘lu Finished product specification

. Particulate matter m’mmumuﬁsquu Finished product specification

- TWI9 > 10 pm LAy 6,000/container

- TUIA 2 25 pm Ay 600/container
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nanewme 61989900
1 = General requirement 89.NF61SUFMIU Finished products JUuLY Injections (Parenteral
preparations)

2 = The International Conference on Harmonisation of Technical Requirements for Registration

of Pharmaceuticals for Human use (ICH quideline), Impurities in New Drug Products Q38
(R2) ; Current step4 version, 2006.
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