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Baclofen 10 mg tablet
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Baclofen 10 mg tablet
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3.1 Finish product specification

(1),(2)

Test Item

USP 38

BP 2013

1. YSnmdadagy

90.0 - 110.0% of the L.A. of Baclofen

90.0 - 110.0% of the L.A of Baclofen

2. |dentification

AU

AW

3. Dissolution

waasmIazanslitasnin 75%(Q) of the
L.A. of Baclofen nailus 30 w1l

ugaamIazane'lsitiaanin 70%(Q) of the
L.A. of Baclofen melu 45 ul

4. Uniformity of dosage units

ATIININ

ATIINW

5. Related compounds

- Baclofen related compound A (Lactam)

- Baclofen impurity A (Lactam) : NMT 2.0%

: NMT 4.0%
3.2 Drug substance specification : Baclofen'?
Test Item USP 38 BP 2013

1. YSumdaendagy

98.0 - 102.0% of the L.A. of Baclofen

(anhydrous basis)

98.0 - 101.0% of the L.A of Baclofen

(anhydrous substance)

2. Identification ATITL A9
3. Appearance of solution - ATV
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3.2 Drug substance specification "

Test item usP 38 BP 2013

4. Related substance - Baclofen related compound A : NMT 1.0% - Impurity A : NMT 1.0%
- Any individual unspecified impurity - Total : NMT 2.0%
: NMT 0.10%
- Total impurities : NMT 2.0%

5. Water NMT 3.0% NMT 1.0%

6. Residue on ignition NMT 0.3% -

7. Heavy metals NMT 10 ppm NMT 0.1%

7. Sulfated ash - NMT 0.1%
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1.1.2 lunsrﬁﬁtﬂumﬁnﬂ’ﬁLﬁiammﬂams'«g nneie ne.3
1.1.3 lunsdifdugnidrandradssine wuneie ne.4
12 ludmefunaiouen n.1/o.1 va9nilauamon w%’aw\U&:LSUW”’J’:Tanwﬂ’mquqmwmaowﬁmﬁmﬁ
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3. lnaInmnINTaIsilERa M (Fwinnde)
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msumuﬂumama

o ar

3.2 Nam‘mnﬁnLﬂT].MﬂmmW’mnﬂumaommmﬂm (Certification of analysis of Drug substance) ﬁl‘ﬁ‘lu

v

a

mswammsuﬂa\uﬂumamam’uaawwammuawwammmu
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8NN 2 Denosumab 60 mg/ml pre-filled syringe injection |

ANUSEAIAIINIR GHERL . 2b

1. $am Denosumab 60 mg/ml prefilled syringe injection

2. amanieanaly

2.1 puwy Dussazaetnannids snsuiodlafms
22 dwmtsznay Uszneaudiedsn Denosumab 60 mg/1 mL U331a5 1 mL @@ syringe
2.3 MTULUIN ussaﬂmaa@mssgU']ﬁ@]ﬂi’lﬂ%’muﬁraw%”auﬁm (Pre-filled syringe) dwnsuldasadien
u.a:ussqﬁmﬁﬂmﬁ'uuaﬂmwia: syringe
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3. amdniaNImaka

3.1 Finish product specification®

1. Identification @lﬁ’awi’mmuﬁszi,‘llu Finished product specification
2. Potency m’mmumu‘ﬁ'szq‘lu Finished product specification
3. Appearance of the solution mmw”mmuﬁs:qlu Finished product specification
4. Protein content m’mmumuﬁ's:q‘lu Finished product specification
5. pH mwmumuﬁs:qh Finished product specification
6. Sterility ATIIHIU

7. Bacterial endotoxins m’mmumuﬁszq‘lu Finished product specification
8. Purity mmchumuﬁii:qlu Finished product specification
9. Osmolality m’;ﬁlmumuﬁs:q‘lu Finished product specification
10. Extractable volume ATIHW
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318NN 3 Salmon calcitonin nasal spray 200 IU/puff, 14 puff
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1.%887  Salmon calcitonin nasal spray 200 1U/puff, 14 puff

2. amantana

2.1 guuy Wuasazanela tim%’ugaﬂumoagn (Nasal Spray)
2.2 dautlsznay  dsznaudeenen Synthetic salmon calcitonin 200 IU/puff
2.3 MIULUIN ussa'l,ummu,ussawsaw'l'ﬁ JUuUY Nasal spray uazien 14 puff ¢a 1 MUY
2.4 28N - s:mram fulsznaudisndmaguaranunsd Tunda 'Juaua'm Wwufine uazia
nzidoudiuen uaz ’Jﬁmsmmnmm"bamwmwuumsanm‘w
- uum‘zmussﬁmauwam amauammaaru%am v3afamimsen saulsnay waztwe
AMNUSIVEILN LaUANER 'Juaumqvb'mwu
- Saanauadouliiaiiuend 2-8 aseiaaifos UnuITIAA

3. amanlaAMImahe

3.1 Finish product speciﬁcation“)

1. YRnmudendagy 90.0 - 110.0% of the L.A. of Synthetic salmon calcitonin
2. ldentification m'mmumuﬁsquu Finished product specification
3. Mean delivered dose M’Jﬁwhum&lﬁiquu Finished product specification
4. Delivered dose uniformity m’aﬁ]m%ﬂ’mﬁ‘szglu Finished product specification
5. Preservative content' ﬂi’;i\ﬂi‘lum’mﬁsmﬂu Finished product specification
6. Number of actuation per container mmsi'mmuﬁs:qlu Finished product specification
7. Particle size distribution mi’mmu@l’mﬁszlﬂu Finished product specification
8. Microbial test m’amhumuﬁszq‘lu Finished product specification
9. pH ﬂnamummﬁs:q‘lu Finished product specification

3.2 Drug substance specification : Calcitonin salmon @®

Test Item BP 2013 USP 38
1. ﬂ?mméﬁmﬁwﬁ"g 90.0-105.0% of the peptide salmon calcitonin | 90.0 - 105.0% of Calcitonin salmon
(anhydrous and acetic acid-free substance) (Acetic acid-free and anhydrous)
2. Identification AT ATV
3. Amino acid analysis ATIIIW ATIINIH
4. Peptide mapping ATITNU ATIIU
5. Acetic acid 4.0% - 15.0% 4% - 15%
6. Water NMT 10.0% NMT 10%
[CE 1) Y ‘// ,@\’ ........................... UseuAmeNIINNg

nIUNIT

(W13r% YaInm) (WRINTT Mawin)
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3.2 Drug substance specification : Calcitonin salmon ?* (ﬁia)

Test Item BP 2013 USP 38
7. Related subsstances - Impurities A,B,C,D : for each impurity, Test 1 This test is performed on material
NMT 3.0% produced by both chemical synthesis
- Total impurities : NMT 5.0% processes and rDNA processes
- Impurity E : NMT 0.6% - Individual impurities : NMT 3.0%
- Impurities F,G : for each impurity, - Total impurities : NMT 5.0%
NMT 0.2% Test 2 This test needs to be performed only

on material produced using rDNA technology
- Calcitonin salmon related compound B
:NMT 0.6%

- [1,7-bis(3-sulfo-L-alanine)jcalcitonin salmon-
glycine : NMT 0.2%

- [1,7-bis(3-sulfo-L-alanine)]calcitonin salmon

:NMT 0.2%
8. Microbial enumeration - ~The total aerobic microbial count ; NMT 10° fu/g
tests and Tests for -The total combined molds and yeasts count
specified microorganisms NMT 102 cfulg
9. Acetic acid and water NMT 20% -
10. Bacterial endotoxins Less than 25 1U/mg -
11. Heavy metals - NMT 50 ug/g

MN’I!JWW] n*smmﬂ“n*m ﬂw,mmsnu (waive) MInTIaRDL) Lﬂi’l»’ﬂﬂﬁﬂ’]ﬂﬂ 'lv\uuu.ammnmmanmumnm’m‘lmuauwmﬂ
- Drug substance specification wamm'mnlmmmmmaawwm drug substance wialudiamed drug substance 24
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1.1.2 1unstﬁﬁ'|,ﬂumﬂ'1L°1T'1Lﬁ‘an'm|,ﬂamsg weds ne.3
1.1.3 luns@fdugnighandalszsing naneds ne.4
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180151 4 Sulfinpyrazone 100 mg tablet
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1. Basn Sulfinpyrazone 100 mg tablet

2. amantianaly

2.1 guuuy WWueude s nsusudszmu

2.2 #msznay Usznaueude Sulfinpyrazone 100 mg 1w 1 1fia
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Namiﬂﬁﬁﬁmi’]”ﬁﬂmJW’IWLﬂuVLlJmaJ Finished product specification Was Drug substance specification
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3.1 Finish product specification'"”

Test item USP 38 BP 2013
1. PRty 93.0 - 107.0% of the L.A. of Sulfinpyrazone | 92.5 - 107.5% of the L.A of Sulfinpyrazone
2. ldentification ATINY AT
3. Dissolution ugmamsnzglaiioonin 75%(Q) of the LA. | uasamsazane'laiviasnin 75%(Q) of the LA,
of Sulfinpyrazone melu 45 wdft of Sulfinpyrazone N1 olw 45 wafi
4. Uniformity of dosage Units | 33984 ATIINH
5. Related substances - - Impurity A, B : for each impurity, NMT 5%
- any other secondary spot : NMT 0.2%
3.2 Drug substance specification : Sulfinpyrazone ""?
Test Item USP 38 BP 2013
1. Pinaeendagy 98.5 - 101.5% of the L.A. of Sulfinpyrazone 99.0 - 101.0% of the L.A of Sulfinpyrazone
(dried substance)
2. Identification ATITHH AT
3. Residue on ignition NMT 0.1% -
(aa’na)“’)?\“’ ......................... UsesuausnIssung
- J\ (WiedSzuyy aaTian) \\\/
(m%a) ................... i‘ .................. N3INANT (aa‘f}a) .............................................. nIsuMI
(W13 1AITIY) (WNEINTT Migawiag)

w1 msﬁu‘mﬁm 5/2560



3.2 Drug substance specification : Sulfinpyrazone "? (ﬁia)

Test Item USP 38 BP 2013

4. Related substance - Total impurity : NMT 2.0% - Impurity A,B : for each impurity, NMT 1.0%
- Impurity C : NMT 0.2%

- Unspecified impurities : for each impurity,

NMT 0.1%

- Total : NMT 2.0%
5. Heavy metals NMT 10 ppm NMT 10 ppm
6. Loss on drying NMT 0.5% NMT 0.5%
7. Sulfated ash - NMT 0.1%
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5180190 §  Zoledronic acid 5 mg/100 mL solution for infusion

aalsznAdIminguaTsit

1.8as1  Zoledronic acid 5 mg/100 mL solution for infusion

2. amasianalyl
2.1 uuy DusmsszaoUnannide la Wi swinoadmaaadand (Solution for Intravenous
infusion)
2.2 dwdsznay  Usznauaae Zoledronic acid monohydrate ﬁauagaﬁ'u Zoledronic acid 5 mg luansazane
133103 100 ml
2.3 MTULUIN msﬁg‘lum@wmaanﬁwﬁwssqma‘i@ﬂﬁﬂmm%a
2.4 a8 - szaﬁiam FIUUTENaUAILNEIAYUAZAMULTY TUHER i’uﬁvumaq WUTINER LAY
nzioudiuen wseiBmaiinmmnliadwsaauunussained
- UWNTULLITIYEN aﬂﬂoﬁaﬂﬁaaszy%am W3aBoN9n1Ien FInUsENaLLALTINAAN
W399 LAVTIKES 'Yuﬁvumq'ﬁ’&'ﬂmu

3. audMnianmana

3.1 Finish product specification“”(z’

1. Sunmasendagy 90.0 - 110.0% L.A. of Zoledronic acid

2. Identification ﬁi’aﬁ]mumuﬁﬁ:qlu Finished product specification
3. pH m’samumuﬁs:ﬁlu Finished product specification
4. Sterility AN

5. Bacterial endotoxins @liwmuﬂ’m‘ﬁ"i:ﬂu Finished product specification
6. Particulate matter ATIHW

-w1@ > 10 pm Wit 6,000/container
- 2u@ = 25 pm 'LiLAiu 600/container

7. Appearance of the solution Clear and Colorless
8. Volume in container m’mci’mmuﬁquu Finished product specification
9. Impurity / Related substance @S’Jﬁ)mumuﬁizq‘lu Finished product specification
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1= General requirement 289LN&YEIUSMIU Finished product 3UUULEN 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 Q3B (2R) ;
Current step4 version, 20086.
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