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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 Iitem

USP 38

BP 2013

1. YSnmarendngy

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

90.0 - 110.0% of the L.A of Baclofen

2. ldentification

AT

AT

3. Dissolution

ugasmazanslaittasndn 75%(Q) of the
L.A. of Baclofen nelw 30 wifl

usaanIazanelidaanin 70%(Q) of the
LA. of Baclofen malw 45 wdl

4. Uniformity of dosage units

ATIINH

AT

5. Related compounds

- Baclofen related compound A (Lactam)

- NMT 4.0%

- Baclofen impurity A (Lactam) : NMT 2.0%

3.2 Drug substance specification : Baclofen

(02

Test ltem

USP 38

BP 2013

1. YSunmdanndaty

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 A3 ATITHU
3. Appearance of solution - ATIINI
y NN
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3.2 Drug substance specification "

Test ltem USP 38 BP 2018

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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MINEAE PIC/S (Pharmaceutical Inspection Co-operation Scheme) Taewsiaoau PIC/S participating authorities
wia flanmstusesnasgunskiaemundninomiuazisnmsialunminswasdinauamensunms
0IMTUSTLN NIENTIIENTITUFY Fatmuatulasfanusenadasussriafsuiunsninaeiuaz il
nmandawn PIC/S lunwanenfilauesis atudgannsaunisaTaseulasiinanisiusestisiulsena
Uszmerasiannsafing
22 nsdiiueningroneayszana KiAadasdiianasTusesnasnumIHaauemamaninsiues
Ezﬁmiﬁﬁ‘lummﬁﬂm GMP %38 GMP/PICs (Pharmaceutical Inspection Co-operation Science) Tasmingnu
PIC/S participating authorities 21judga ausaumIasseulasfinanssusasiiviudszmelszmann
aildnniaiind wiseganaadn udaudnydl

LGk 12) TSRO Y FuamenITNNIT
. {\ (wiefTauyy aaTiam)
. Ng . \<
TGS ) R N3N [GRF12) O S AN
(w3 eI (W9EIWET nawiail)

H“1ﬁ2/ﬂﬂn’\7ﬁ1!§aﬁ815l2560



3. Lanmsqmmwmaamﬁlauaﬁm (Fnwannnne) |

3.1 manIenTieTziumwaiaimsiendnSeguUvesinie (Certification of analysis of Fiﬂ:ished product) 11
Uﬂs;uﬁdatﬂue'f';aﬂn |

3.2 Namsm’m’?Lﬂi’]:ﬁqmmwi'mqawaaé‘f’amﬁ'lﬁ'ty (Certification of analysis of Drug substance) il %l
mswﬁmmjuﬁduﬁu@'ﬁamwﬁmao@l’wﬁmmua:;iwﬁmi’mqﬁu

3.3 langIvlanangiuiuiunnudunuiwiviunniavesiagduvaseamnddny (Drug substance)
98 3.2 rTujummEmaawﬁmﬁmﬁmﬁmﬁagﬂ (Finished product) 72 3.1

3.4 Tunsditunsafowenunannnii 2 8 azdasfdnmnmwannanséinen Long term stability aaiiiu
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fygerdoazany

6.3 nsrﬁwuﬂvtqummwmnN§mﬁmeﬂ°7iawdwadaﬂs:ﬁn%waLLa:m'mUaaﬂﬁwia;jﬂwﬁ"lﬁ%’um
7. *mir;Uﬁ“ﬁmsmammﬁﬂﬁvhi%“uﬁmsmw§@ﬁ'm=ﬁmﬁﬁﬂs:’3‘ﬁgnL’%'zmLﬁuﬁuiﬂﬂﬁﬁﬁnoﬂuﬂm:n‘ssunﬁs
awisuazen luszeziom 19 dewdudszmedszmanadiinnsafing

RNHING : 81989970
1 = The United states Pharmacopeia 38

2 = British pharmacopoeia 2013

SOOI oot drceren NN UsemuanenIsums
(Windssuyy aadian)

nvuNIg N3NNI

(wiizlh yasno) (WHNETIWTS  Mawiant)

wif3munTi1RiB15/2560



) =
M ﬂaztﬁﬂﬂqmanvmzmm:uuuﬁﬁ manmsmiaﬁ%ammmﬁm
vaan B15/ 2560

i’mn'ﬁﬁ 2 Denosumab 60 mg/ml pre-filled syringe injection
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1.4a81  Denosumab 60 mg/mi prefilled syringe injection

2. ansananaly
2.1 3w Wussszasdsenide dmsudadnldRom
22 gwmdszney  Usznaualseaen Denosumab 60 mg/1 mL U3u1a3 1 mL @8 syringe
2.3 MIULVITY ussq’lwaaemssagmﬁﬂﬂsmmm%aw%auaﬂ (Pre-filled syringe) dnsuldasaden
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3. AMANVANIINAKA

3.1 Finish product specification®

1. ldentification m’;’awhumwﬁsquu Finished product specification
2. Potency Gli’siltiﬁuﬂ’luﬁi:qlu Finished product specification
3. Appearance of the solution Gli’mchum&lﬁi:qlu Finished product specification
4. Protein content @iaﬁlciﬁumu‘ﬁ'iquu Finished product specification
5. pH mwr«humuﬁ'i:qlu Finished product specification
6. Sterility ATIINW

7. Bacterial endotoxins Gl‘a"n’s)mumuﬁi:iﬂu Finished product specification
8. Purity m’ﬁlmumuﬁ'i:ﬁlu Finished product specification
9. Osmolality m’amhumuﬁs:qlu Finished product specification
10. Extractable volume AT
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UNRINRG
1.1 ’Luﬁ'lﬁ'tyn’lsﬁuwnﬁuuéh%‘um (8.2 N8.3 NB.4 URANT )
1.1.1 Wunsdifiduevingeludszmelng wanefls ne.2
1.1.2 'lunifiﬁl,ﬂumﬁwLﬁTﬁLﬁ'amsLLﬁaussq wneie w3
1.1.3 Tunsdifdueniidhaneradszing nanefls ne.4
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2.1 nadifignudalwseanalneg Hrdadesdisnmsiusesnaspumskaamaansninsmiuas Emsnaly
NIWENLN PIC/S (Pharmaceutical Inspection Co-operation Scheme) Tasmiaganu PIC/S participating authorities
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Bildnnieiing nIsenyasendw ududnsdl
3. Lanmsqmmwmaasn?iLauaﬁm (Fuwranane)
3.1 Nami@li’aﬁl’imi’l:ﬁﬂmwwwﬁmﬁm‘ﬁmﬁﬁL%ﬁ]gﬂmﬂd;ENﬁ@l (Certification of analysis of Finished product)
lums;uﬁdol,ﬁuéﬁazha
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5.4 Q”mmz@‘i’aa%’mﬂaﬂuﬂ’nﬁam‘lna”mmmq wiadlaifansifauanmeiodszmsla g newsmuelaslaid
Gowly
5.5 S2UUMINLLAZAaFIenaadduuuy Cold chain system ﬁ"lﬁmmpumwé'mﬂmf good storage practice
(GSP) waz good distribution practice (GDP) losugadtanansdsznay
6. Alauanan (Ju1e) Bnsaalisnidndyanienasuivua fadh
6.1 ns:ﬁwamsajmsw?mm:ﬁmﬁmnﬂsaﬁwmmam‘mmw*nﬁ‘l&itﬂu'lﬂmummg’mﬁaﬁmu@
6.2 nsﬂwﬁmﬁ’mﬁm‘uﬁ@ﬁgnL’%Umﬁuﬁumnﬁawa’m'[ﬂUé’)ﬁnmuﬂm:nssumsmmma:m Tugraan
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37181130 3 Salmon calcitonin nasal spray 200 1U/puff, 14 puff
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1. Baen Salmon calcitonin nasal spray 200 IU/puff, 14 puff

2. amaNlan- b

2.1 3uyy ussazanels ﬁ?’l%%’ugmw'umwgn (Nasal Spray)
22 saudszney  Usznaualu@len Synthetic salmon calcitonin 200 1U/puff
2.3 MTUEUIT ussq’lum’ﬁuzussaqw%au'l’z? JULUU Nasal spray uacilen 14 puff dia 1 MTULUITY
2.4 amn - 5:14%&121’1 fULTENBUMILIEAYRBTAINLTS TUNEG fuéumq \§UiNGe uaziay
nzidoudisuen Ltaﬁ'ﬁ'mﬂﬁu{nmm'l.ﬂ“aszmwuuussqﬁm‘ﬁ
- uumm:msgﬁé’mﬁ’am adwaﬁamﬁaosxq%am Wiadaynamsin §2uLsney uasTna
AL 1TTIHER ’Yuﬁvumqvh"‘z?mw

Ry v - - ~ > ¢
- N°UE]ﬂ?']ul:ﬁ]ﬂl@a%lﬁ‘ﬂﬂl,ﬂﬂﬂqﬂ 2-8 a3FLURL TN UuUii?ﬂm"ﬂ

3. amanlanImana

3.1 Finish product speciﬁcation("

1. Banaenendnnty 90.0 - 110.0% of the L.A. of Synthetic salmon calcitonin
2. |dentification Vﬂi’;’ﬂ&d”m@l’mﬁizﬁu Finished product specification
3. Mean delivered dose m'aw"mmuﬁ::q‘lu Finished product specification
4. Delivered dose uniformity mmmum&lﬁ‘szq‘lu Finished product specification
5. Preservative content m’ﬁwhum’mﬁiquu Finished product specification
6. Number of actuation per container Gls'zi]mum&lﬁizq‘lu Finished product specification
7. Particle size distribution ﬂn’«m"mm&lﬁszlﬂu Finished product specification
8. Microbial test m'ﬁ]muﬂ’m‘ﬁ'squu Finished product specification
9. pH m’mhumaj‘?ﬁ:q‘lu Finished product specification

3.2 Drug substance specification : Calcitonin salmon @

Test Item BP 2013 USP 38
1. YSanmudaendrngy 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 ATIINIU AN
3. Amino acid analysis ATIDHIY AN
4. Peptide mapping AT ATITHIU
5. Acetic acid 4.0% - 15.0% 4% - 15%
6. Water NMT 10.0% NMT 10%
(8988).cr < LA e U muAMENITINT

nITuNIT
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(2(3)

3.2 Drug substance specification : Calcitonin salmon (Gia) ‘
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 10° cfulg
9. Acetic acid and water NMT 20% -
10. Bacterial endotoxins Less than 25 IU/mg -
11. Heavy metals - NMT 50 pglg
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o
31817191 4 Sulfinpyrazone 100 mg tablet

awilszanadamiaguasgsiit 7 2 §.A, 2560

1. faen Sulfinpyrazone 100 mg tablet

2. amanyana iy

2.1 3uuy wuside dususudsenmu

2.2 @uszney Usznausisalnn Sulfinpyrazone 100 mg 1w 1 1@

2.3 MTUUIN mﬁﬂuumagﬁtﬁﬂumﬂﬁ %38 blister pack Jagiin LLa:usigﬁmsﬁﬁadﬁuLLaa
24 23N - qu%am FIUUTENAUAILNFINUAZANNLTY TUNER 'i'uﬁvumq \vfinda uas

wunsidaudisuen LLaﬁ%msLﬁu{nmm'l’i”azm“z?'mwuumsqﬁ'wf
- LWURIEN atmﬁamé'faaszq%am $30%N9IMITAN FIUUTZNAY LASIWINAINILTI
28981 LawTinGe TuRueny Hitaau

3. amaalANmaka

Nan’limi?ﬁmi’l“ﬁﬂmn’lwLf]u‘lﬂﬂ’m Finished product specification W&z Drug substance specification

ﬁ510Samnma’ﬁé'ﬁuwummnu m‘lmmmL‘Uf_mmamunmuﬂmwnswmsmmmaym nsmsaommsmml
ﬂ@%Lﬂﬁ’ﬁﬂWiUﬂl’ﬁﬂﬁdaﬁ@lE’J\?LﬂuQUU‘YlL‘Y]UULﬂﬁ%ialﬁ&lﬂﬁ’l&J’miﬁ']uLﬂﬁ‘HWﬁUlﬂ@’ﬁUﬂ%\? addIzne
nsmmammsmm LiiﬁN 5“‘].]@1'1?’1 81 W.¢1.2556 RG’J‘WYI 11 L EDH% W.7.2556 (aaﬂszmﬂluﬁ’mamuwnmmﬂ

10 unmﬂu 2556) nsm'lumnumﬂwuunmaUwuwaaﬂmvnssumsﬂ?mmwmm

3.1 Finish product specification'”?
Test item USP 38 BP 2013

1. YSunadanadary 93.0 - 107.0% of the L.A. of Sulfinpyrazone | 92.5 - 107.5% of the L.A of Sulfinpyrazone
2. Identification ATIINIH ATIIHIU

3. Dissolution usasmsnzaelaiioenin 75%(Q) of the LA. | wsmansazanslaiasndn 75%(Q) of the LA.

of Sulfinpyrazone melw 45 wil of Sulfinpyrazone melu 45 wf
4. Uniformity of dosage Units | @159 % ATIING
5. Related substances - - Impurity A, B : for each impurity, NMT 5%
- any other secondary spot : NMT 0.2%

3.2 Drug substance specification : Sulﬁnpyrazone“”(z’

Test item USP 38 BP 2013
1. ﬂ?mm@l"’améﬂﬁm 98.5 - 101.5% of the L.A. of Sulfinpyrazone 99.0 - 101.0% of the L.A of Sulfinpyrazone
(dried substance)
2. Identification A3 ATITHI
3. Residue on ignition NMT 0.1% -
; s v
G5 1) oSO Uremuanenssung
- J‘) (wndiauyy aaTian) \N\
+ - + d
) e
RV ) IO { ................... nITuMs (R Ei12) NI \\. ), SOOI NITUNT
(Wiirh yassm) (WNENIWTS Migauwiant)
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3.2 Drug substance specification : Sulﬁnpyrazone“)'m (Gia)

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%

o P Y Y . ~ € e o o, dw e [
mnumm - NIUNIANSLUBUWLIINTTIW (waive) msmﬂaaammﬂmﬂnmﬂﬂ 'IMUuLLamLanmmanmumnm’m'l,muauuﬂmﬂ
- Drug substance specification AIananiviiene Wua\‘mwaﬂ drug substance wialuAiame drug substance V04
Qwaﬂmmnagﬂ ﬂUUIﬂQU&JﬂuG ‘N&lﬂ'l‘i(r‘li’ﬁl?tﬂ‘i’]tﬂﬂi‘U‘YJﬂﬂ’J’Ua‘nﬂ’muﬂ
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UAEINE®
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1.1.1 lunvdiidusndeludsandlng wanois no2
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finished product specification Waz/%3a Drug substance specification lagaaun lunaniulsemeadszniasian
Silnnsafing uazlaiiAu 2 9 o Sudemeadssmenadidnnsafing
2. 1INFTIUIBINIATZTIRNIIHAAL
21 nsdfigadalusamalng AnAadaslianmsusasnasgunandaenaamaninasiuas3n1sfiain
MINaALN PIC/S (Pharmaceutical Inspection Co-operation Scheme) lagwipanu PIC/S participating authorities
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3. Lanm‘sqmmmlaomﬁtauasﬂm (Fnvwnmang) |
3.1 Namsmuﬁmﬂ:ﬁqmwwwﬁmﬁmﬁmﬁwﬁagﬂmao@wﬁm (Certification of analysis of Finished product) 11
mjuﬁduﬂuﬁ'ﬁamo
3.2 Nanﬁiﬂiaﬂatﬂiﬂzﬁqmnﬂwfﬂqamjaaﬁ"ama’ﬂﬁqj (Certification of analysis of Drug substance) f‘l“l’ﬂu
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6. flananan (J2ne) Busaalianidndyannanasuimne ok
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RANYINA - 9198990

1 = The United states Pharmacopeia 38

2 = British pharmacopoeia 2013
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IUAZIDIAQUA NHULIRANIZURUNLDNAIINITIRTBIIBA I N
\aaN B15/ 2560
3181190 §  Zoledronic acid 5 mg/100 mL solution for infusion

awilszmediniaguansstth 9 2 §.A, 7560

1. Baen Zoledronic acid 5 mg/100 mL solution for infusion

2. ansnianaly
2.1 3uuuy Wusnsscaodnemnds ls Wis dwmiunoadavaaadead (Solution for Intravenous
infusion)
2.2 dwdsznay  Usznaueie Zoledronic acid monohydrate ﬁawgaﬁ’u Zoledronic acid 5 mg luansazany
1Fu197 100 mi
2.3 MIULUTTY usiqlum@wmaanﬁm%“umsgmﬁﬂﬂﬁﬂmm’fa
2.4 287N - szq%am FIULITNaUAILEIAYUAZAIIULTY IUNRA i'u?(vumgi WUTiNER uazlaY
nzidoudrsuen LLa:"‘a%msLﬁu%”nmm'l'fatm’ﬁ'mauuumsgﬁ'meﬂ
- U TUELTIEN amoﬁaﬂﬁaaszq%am wiafemimsih sanUsnauuazIIan Y
U989 LAUTKES i’uéumqvl,i"i'@wu

3. amaNUANIIINaBA

3.1 Finish product specification'"”

1. YSunmaaendat 90.0 - 110.0% L.A. of Zoledronic acid
2. |dentification msaﬁ]ﬁhumuﬁlszq‘[u Finished product specification
3. pH mwmumuﬁ?:ylu Finished product specification
4. Sterility ATITNU
5. Bacterial endotoxins mwmumu‘ﬁszﬂu Finished product specification
6. Particulate matter ATIIHIN

- %@ > 10 pm laifin 6,000/container
- U@ > 25 pm Wilfiu 600/container

7. Appearance of the solution Clear and Colorless
8. Volume in container @li’silbi’luﬁlﬂuﬁiquu Finished product specification
9. Impurity / Related substance mn&i’mﬂ’l&lﬁiquu Finished product specification

(winfIsuyy aadian)
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