31 ﬂa:LSﬂmqmﬁnvm:mwwumnﬁﬂmanmsmsé’m%an%ﬁ'mﬁm
\auN B9 /2562
s98n1sN 1 Adenosine 6 mg/2 mL injection

muﬂs:mﬁa‘i’wi’mquaswmﬁ

1.4081  Adenosine 6 mg/2 mL injection

2. amanLiana iy
A’ o el = 9 A o

2.1 3uuuy Wuensazanudsaannigely snsudet nasaitaadi
2.2 g nUsenay Usznaudiedazn Adenosine 3 mg/mL lud3unas 2 mL

9 X 1
2.3 IWAYITY ussglummmmswmma Type 1"
2.4 287 - szyfan §HulTznoumE@AYUAEANNLTI TUKES TuFuany 1afinde uaz

ANz awEIsULT wasITnsiiuTnenen "Li”aeiwﬁ‘mauuumsqﬁwﬁ
- UUMTULUTIIEN azhmlaU@Taas:q%amw?a%amamsﬁw FIUUTTNO VLRSI UWINAITNULTY

PBIVN LRUNNE® ’Yuﬁumqvﬁ{mw

3. Qmam]?lmamﬂiﬂ

3.1 Finish product speciﬁcation“)

amaniAnnaia USP 38
1. S maaendany 90.0 - 110.0% of the L.A. of Adenosine
2. Identification ATIWU
3. Bacterial endotoxins NMT 11.62 USP Endotoxin U/mg of Adenosine
4. pH 45-75
5. Particulate matter ATIU

-9u7@ > 10 um LLAn 6,000/container

- U@ > 25 um ML 600/container

6. Chromatographic purity - Any individual impurity : NMT 1.0%
- Total impurities : NMT 1.5%

7. Sterility ATIU

8. Volume in container ATIVHIU

................................ Yy muamenITINS
(84%8)..5.. 5 ........ ol ; .. % ... o, A3IUNT TG ki12) F ﬂ/ ............. NITUMT
PV An o
(WBIFN@ ]UTUIAT) (WHEMUUTEN F3830171)
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3.2 Drug substance specification : Adenosine ®

AmaNTANIINaia USP 38
1. YSunmeundagy 98.0 - 102.0% of Adenosine (Calculated on the dried basis)
2. ldentification ATITH U
3. Specific rotation -68.00 to _72_0o
4. Loss on drying NMT 0.5%
5. Residue on ignition NMT 0.1%
6. Heavy metals NMT 10 ppm
7. Organic impurities - Guanosine : NMT 0.1%

- Inosine : NMT 0.1%

- Uridine : NMT 0.1%

- Adenine : NMT 0.2%

- Any individual unspecified impurity : NMT 0.1%
- Total impurities : NMT 0.5%
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2, LENAITUTDINIATTIWNNINAALN
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18NN 2 Aspirin 80 - 81 mg gastro-resistant tablet

AHNUTLN1E@INIA AUATBE

1. §aen Aspirin 80 - 81 mg gastro-resistant tablet

2. amanianaly
2.1 3Uuuy LﬂumLﬁ@EﬂLLuu Enteric coated (Gastro-resistant tablet) #1%TLTULTzMY

2.2 gwsznay  Usznaudlndann Aspirin 80 mg w38 81 mg tu 1 1da

23 maweussy  ussluussepiliflounend wia blister pack asruaadu

2.4 287N . 5:1!%88’] ulsznaudIsI@IAYUREANULTI TUKER fuﬁvumq wfinEe inanzidon
fsuen uazdItmafusnmien "L’J”a:m’ﬁmﬁmuumsqﬁmwf

- UBURNSEN asmﬁam”aw:q%amﬁa%amomiﬁw RIUUTTNOULAZIWIAANULTIVRIEN

Lunnga Tufuany ligaiau

3. amENUANIINARA

3.1 Finish product specification

(M)

Test Item

USP 38

BP 2013

o

1. USunwaendrany

(]

95.0 - 105.0% of the L.A. of Aspirin

95.0 - 105.0% of the L.A. of Aspirin

2. ldentification

AT

AT

3. Dissolution

Acid stage : uaaImsazanslainnnin
10% (Q) of the L.A. of Aspirin 114 120 w71
Buffet stage : uansnsazanelailaandn
75% of the L.A. of Aspirin b1 90 w1l

Acid stage : uresn IRz biaNNI 5%

of the L.A. of Aspirin 1t 120 w1l

Buffet stage : memsa:mﬂ'lajﬁaan'h 70%
of the L.A. of Aspirin 14 45 w77

4, Uniformity of dosage units

AT

ATITHIN

5. Limit of free salicylic acid

NMT 3.0%

NMT 3.0%

3.2 Drug substance specification : Aspirin

(1(2)

Test ltem

USP-38

BP 2013

1. PBanmdaendny

99.5 - 100.5% of the L.A. of Aspirin
(dried basis)

99.5 - 101.0% of the L.A. of Aspirin

(dried substance)

2. Identification ATITHIU ATITHIU
3. Appearance of solution - ATV
4. Loss on drying NMT 0.5% NMT 0.5%
5. Readily carbonizable ATIIHU -
substances
6. Residue on ignition NMT 0.05% -
7. Substances insoluble in AU -
sodium carbonate TS
(m%a) ................................................................ UIemua e NIINNIT
wedozsan Inuamaas)
(m%a)................- .............. P NYINNT (CRE02) N @/ ................... NITUMT

t:‘ e Q‘ Qs
(WBHIANG FUTUIAT)

(WissnamuTen #039175)
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3.2 Drug substance specification : Aspirinm'(z) (dD)

TestItem USP 38 BP 2013
8. Chloride NMT 0.014% -
9. Sulfate NMT 0.04% -
10. Heavy metals NMT 10 mcg per g NMT 20 ppm
11. Limit of free salicylic acid | NMT 0.1% -
12. Related substances - - impurities A,B,C,D,E,F ; for each impurity,
NMT 0.15%

- unspecified impurities : for each impurity,
NMT 0.05%

- total : NMT 0.25%

13. Sulfated ash - NMT 0.1%
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180151 3 Dabigatran 110 mg capsule

muﬂ‘s:mﬁﬁ‘mi’mquaiwmﬁ

1. Hoan Dabigatran 110 mg capsule

2. amantarnaly
2.1 3Uuuy LﬂumLﬁ@LmUsga fSRIUTUUTENY
22 swdszney  Usznaudlu@len Dabigatran 110 mg b 1 1@
2.3 MTULUIN miaﬂuumagﬁﬁwmm‘ w3a blister pack tasruanugule
2.4 aa1n - szq%am FIUUIENOUINFIAYUAZATINLTS TUNE® 'j”u?;umq wunnae wasiaunzdeon
dnsuen Hedetaauunurrariu
- UWMTUEUIIIEN am\‘aﬁaUﬁaaszy%amvﬁaﬁamamsﬁw FIUUTENAVURZVUINNINILT

18980 wwfinde TuFueny Titaau

3. anaNLUAIINAKA

3.1 Finish product specification”

1. YT marunfamy m’;‘ﬂmumu‘ﬁli:qlu Finished product specification
2. ldentification test m’aﬁlmu@m‘ﬁli:qlu Finished product specification
3. Dissolution mmmumwﬁsquu Finished product specification
4. Uniformity of dosage units mamhumwﬁlimﬂu Finished product specification
5. Related substances / Impurity mﬁﬁ)ﬂi’mmwﬁi:gh Finished product specification
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(R2) ; Current step4 version, 2006.
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3180190 4  Fenofibrate 160 mg capsule

Gl'lNﬂizﬂ'lﬁ’deﬂ'?ﬂQﬂai']ﬁﬁ’!ﬁ

1. #aen Fenofibrate 160 mg capsule

2. amanyanaly

2.1 3uuy Lﬁm%ﬁmm'ﬂ?a FIRTUIVYTEM U

22 gudsznay  Usznaueis@aen Fenofibrate 160 mg i 1 1@

23 Mruzussy  usraluuntagdifinuwand w3a blister pack Yasruuas

2.4 287N - 5:q%am FIUUITNOUMIFIATYURZANLTI TUKER i’uﬁvumq Wwfinga wunzdou
f3uen wasdBnsiivsnmen Tedstauunussanmed

- LUMREN azhmiaaﬁaaszq%amﬁ?a%amamsﬁ'\ FINUTTNALURTTUWIAANNUIIVDIEN

\SUANER fuﬁyumqvl,%'mau

3. AnkdNLANIINAha

3.1 Finish product specificationm

Test ltem USP 38

1. YSanudednagy 90.0 - 110.0% of the L.A. of Fenofibrate

2. ldentification ATITHIU

3. Dissolution Test 1 : daaugasn1sazans 1itasndn 70% (Q) of the L.A. of Fenofibrate nelu
40 Wl

$30
Test 2 : dasusasnizazaislsidiasnin 80% (Q) of the L.A. of Fenofibrate n1alu
2 Falua

38
Test 3 : dosugasnisazane liasnin 80% (Q) of the L.A. of Fenofibrate malu
30 w1l

#3e
Test 4 : dasuraInsazanelitasnin 80% (Q) of the L.A. of Fenofibrate 1l
30 Wil

4. Uniformity of dosage units AT

5. Impurities - Fenofibrate related compound B : NMT 0.5%
- Any other individual impurity : NMT 0.2%
- Total impurities : NMT 2.0%

(aa%a) UTeFuamMENIIUMS
(ao"ﬁa).................;...........y/. .......... nITNNT [R5 I ﬂ‘/ ................ nITUNNT
t:' Qv Af Qs an A
(W88IANA FUTUIAT) (WNRIINUTEN ﬂiax‘iﬂ’}’gﬁ)
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3.2 Drug substance specification : Fenofibrate o

Testtem o F USP 38

1. USunmeendegy 98.0 - 102.0% of the L.A. of Fenofibrate (Dried substance)

2. ldentification ATITNI

3. Residue on ignition NMT 0.1%

4. Chloride NMT 0.01%

5. Sulfate NMT 0.01%

6. Heavy metals NMT 20 ppm

7. Related substance - (4-Chlorophenyl)(4-hydroxyphenyl) methanone : NMT 0.1%
- 2-[4-(4-Chlorobenzoyl)phenoxy}-2-methylpropanoic acid (fenofibric acid) : NMT 0.1%
- (3RS)-3-[4-(4-Chlorobenzoyl) phenoxylbutan-2-one : NMT 0.1%
- Methyl 2-[4-(4-chlorobenzoyl) phenoxy]-2-methyl-propanoate : NMT 0.1%
- Ethyl 2-[4-(4-chlorobenzoyl) phenoxy]-2-methyl-propanoate : NMT 0.1%
- (4-Chloropheny!)[4-(1-methylethoxy) phenyl]methanone : NMT 0.1%
- 1-Methylethyl 2-[[2-[4-(4-chlorobenzoyl)phenoxy]-2-methylpropanoyl]oxy]-2- methylpropanoate
: NMT 0.2%
- Any other impurity : NMT 0.1%
- Total impurity : NMT 0.5%

8. Melting range 79° . 82°

9. Acidity ATITNIU

10. Loss on drying NMT 0.5%

11. Color and Achromicity ATV

naawme 1. nadifiaanzdsudanaiu waive) minnsauiinTeinonila Wikusasanmmdngmdina ilduowiade
2. Drug substance specification WaT1anu3 Lﬂﬂzﬁmaaé’uﬁm drug substance ¥38lUALATIZN drug substance 183
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1.1.3 luns@fndusnindrandesane waneils no.4
12 ludwedunaouen ne.1/8.1 vesniauaen wiawnwandaademimugue s wsaIHiai e
muﬁ“fuﬂuﬁﬂu (finished product specification) LLa:ﬁaﬁﬂﬁuﬂQmﬂWW’ﬂmf@qau (drug substance
specification) ﬂitﬁ‘ﬁla%iS:Wj’Nﬂ’]SLﬂstuLLﬂmLLﬁyL%)LﬁISJLa&J ALFBILUULBNENTENMMIWEN BN TVBUT L (2.5)
1 W38 finished product specification Waz/®38 Drug substance specification lagaaun lunfawinlszne

a & a " a v a = 6
dsrmenedidnnsefing LLE]:VLNLH% 2 9 o Awdszmadzmenaalinnsaiing

Py
TG 512) WOTRTRRRY A . ‘. - e, I IUAUSNTIUNT

edoziasl Thuamaas)

(89%B0)... El LY. L NI TR 0) N W ................. NIIUNT
A e o a An o
(WodaAnd FuswIaT) (WWEMNUTE #3898175)

win2ensig 'qﬂﬁB 9/2562



2. 1BNFIITUIBINIATFIRAIINA AL

21 nsmfgwdalnlszmalng Q&Jﬁmﬁaqﬁmﬂms%’usaammgmmwﬁmmmwa"‘nmm*vﬁm:?'ﬁ'msﬁﬁ‘lu
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31801131 5 Furosemide 10 mg/mL injection, 25 mL

muﬂszmﬁa’i’mi’mquaswmﬁ

1. Bawn

2. ansaNYeN 14

2.1 gﬂu,'uu

Furosemide 10 mg/mL injection, 25 mL

J o o« o
Wusnsazan vivenigela FIRITIVAA

2.2 dwszney Usznaudiedann Furosemide 10 mg/mL luansazanad3unas 25 mL lu 1 Vial

= J = o Qs L1 Qs
23 w953y UInlumrususTsaadnannigerieuiaut type | wszuyTaimaitasniusy™?

2.4 a8

- STYTOLN FIUUTNBUMENEIAYUATAIINT TunEa Tuiueny Wwuninde uaz

wunzidendsusn was3snsiAushmen Vlﬁazho‘ﬁ'@muuuussqﬁ'wﬁ
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3. amdnlAN9Inaka

3.1 Finish product specification

(12

AmANLUAN N ALA

USP 38

BP:2013

1. UInmdadngy

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

95.0 - 105.0% of the L.A. of Furosemide

2. Identification AT AU
3. Bacterial endotoxins NMT 3.6 USP EU / mg of Furosemide NMT 35 1U of Endotoxin/mL
4. pH 80-93 8.0-93
5. Particulate matter ATIFU AT
- WA 2 10 pm balifn
6,000/container
- w1 = 25 pm bt
600/container
6. Limit of Furosemide related NMT 2.5% -
compound B
7. Related substances - - Any impurity : NMT 0.5%
- Total impurity : NMT 1%
8. Sterility ATIINIL ATIIN
9. Volume in container AIIVEIU ATIINU

a o o o
(WIBEIFNA FUTUIAT)

aTezsad Tnuarnaad)

nITuNIT

(m%a).........................{//x,/. ................ nITUMST

(WEMINUTE A3830177)
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3.2 Drug substance specification : Furosemide'""?

 qmauiGmomaie uUsP38 ' . BP2013 , :
1. USanudrendny 98.0 - 101.0% of the L.A. of Furosemide 98.5 - i01.0% of the L.A. of Furoéemide
(dried basis) (dried substance)
2. Identification ATITHIN ATITNY
3. Residue on ignition NMT 0.1% -
4. Heavy metals NMT 20 ppm NMT 20 ppm
5. Organic impurities - Furosemide related compound A : - Impurities A,B,C,D,E : for each impurity,
/Related substances NMT 0.5% NMT 0.25%
- Furosemide related compound B : - Total : NMT 0.5%
NMT 0.5%
6. Loss on drying NMT 1.0% NMT 0.5%
7. Chlorides - NMT 200 ppm
8. Sulfates - NMT 300 ppm
9. Sulfated ash - NMT 0.1%

AU 1. ndAaenzd uudama v (waive) MIaTaEaLInTEimamsle 'Lﬁﬁw,t,aml,anmmé’npu@“aneinﬁ'lﬁ%’uagﬁ‘ﬁﬁaEJ
2. Drug substance specification ﬁﬁnimmﬁﬂlufjmi’l:ﬁmmg WA drug substance W3alU3LATEH drug substance Vo4
ArdanduTagy avuleatunils éﬁaﬁmsmm%mﬁ:ﬁmunnﬁﬁaﬁ'ﬁwuﬂ
3. Nam‘mﬂﬁmﬁ:ﬁﬂmmwm wldenu Finished product specification W82 Drug substance specification ‘71'
dndsnnsrdsainduanu Ssldansoudedsinanun pmenssnisemsuazen NENTHATIIUFY
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1. Lanmsmﬂﬂ"{uagsrywm’funuﬁms’iﬁumLﬁlaﬁiwmUluﬂszmﬂvlmﬂ LAZEILAY (declare) UWASINE®
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1.1.3 lunsdfduenddhannenedszing nansfs no.4
12 ludvefunsouen no.1/0.1 vosnfiauamen w%“aamUa:LSU@ﬁﬂTanwmuquqmmwmadw'ﬁmﬁ'wﬁ
aufdunzifou (finished product specification) LLamTaﬁmuﬂqmmwmaﬁmqﬁu (drug substance
specification) nsrﬁﬁagizmdwanWSLﬂﬁmuLLﬂaaLm“l,mﬁmau AADIRUULENETENWNIWEN LN TV L L (8.5)
u W38y finished product specification uaz/#3e Drug substance specification lasvaurtlurawsuysene
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2. 18NAITUIBINIAIZIMANIHARA L

21 nsdinguaaludsamalng Hndadasdianmsiusasnasgunsuiamanunsnineiuss3snsnialu
NINRAEN PIC/S (Pharmaceutical Inspection Co-operation Scheme) laswiiasanu PIC/S participating authorities
%38 ﬁLanmﬁmaommgmmmﬁmmmuwa“’nmmsﬁuaﬁ%msﬁﬁlummﬁmmmaoﬁwﬁfmmﬂmznsmms
2IMTTURZEN NIENTHRITIIUFY s’fjaﬁwu@ifu‘[@aﬁmwaa@ﬂﬁama:ﬁ@Lﬁﬂuﬂ”u%ﬁ'nl,nmsy‘ilm:%'ﬁ'msﬁﬁ‘lu
nsnaasn PIC/S lunuaaenfiiauaany avbagaausaunisaemaulauinan1suTasie Tutszme
Usznaanadidnnsaiing

2.2 nsdiinduweninghendressma v HNAadasllanmITLIBINas UM TN AN URA LN MY
aﬁmﬁmlumma@m GMP PIC/S (Pharmaceutical inspection Co-operation Science) T@wmmm PIC/S
participating authorities %38 GMP clearance %Uumqe]mmaummi’maau Iwﬂwwan'ﬁmiadm?uﬂi:mﬁ
Uszmeasanaiannseding wiaoyaaeadw ududnsdl
3. Lanmsﬂmmwwaomﬁmuaﬁm (Fnwnnane)

3.1 Namsm’ammi’lm'ammwwam e Lﬁ%iﬂ”ua\m WA (Certification of analysis of Finished product) Tu
msmamﬂumama

o

3.2 wanmIeTR e mmwiagivuasdandnety (Certification of analysis of Drug substance) N17 1%

@

o
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3.3 Lanmwﬁa%aﬂgmsuwmmawwuﬁszquumwamaﬁ@q@’?wamﬁms‘hﬂ@ (Drug substance)
79 3.2 n”ujumsw§waw§@m”mﬁmém,§agﬂ (Finished product) U8 3.1
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3180190 6  Sterile electrolyte solution for organ preservation, 2000 mi
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1. Basn Sterile electrolyte solution for organ preservation, 2000 mi
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Histidine 180 mmol, Tryptophan 2 mmol, Mannitol 30.0 mmol, Calcium chloride dihydrate
0.015 mmol, Potassium hydrogen 2-oxopentandioate (ketoglutarate) 1.0 mmol™
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3.1 Finish product specification'” (6ia)

Specifications

2. Assay
- Histidine 29187 - 32259 mgl/|
- Tryptophan 388 - 429 mg/!
- Mannitol 5192 - 5738 mg/!
- 2-ketoglutaric cid 153 - 168 mg/l
3. pH 7.02-7.20
4. Particulate matter ATINU

- YUIR 2 10 um MiLAu 6,000/container

-UUe 2 25 um 4LAY 600/container

5. Sterility , ATV

6. Extractable volume F97NU
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31891150 7 Ticagrelor 90 mg tablet
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1.zaa1  Ticagrelor 90 mg tablet
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3.1 Finish product specification("‘(z)

1. BSumarndiam maamumwﬁizlﬂu Finished product specification
2. ldentification test maﬁlmumwﬁ‘i:ﬂu Finished product specification
3. Dissolution m’mﬂi’mmwﬁi:ql% Finished product specification
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5. Impurity / Related substance m’;%&i’mmuﬁs:qlu Finished product specification
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