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378113 1 Adenosine 6 mg/2 mL injection
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1. Bown Adenosine 6 mg/2 mL injection

2. ambaNL e 11
& o o o o A o
2.1 Juuuy wusnsazaayUsmannidels snsuiatavasniaads
2.2 saulsznay Usznaudipaaen Adenosine 3 mg/mL TuilSanas 2 mL
. x (1)
2.3 UUAUTTY miﬁglummmﬂﬂﬁmma Type |
2.4 aan - iziﬁam FIulsznaudmpdmAgLazANNLTI TUNES 'S'uﬁumq WRUNHEN WA
waneidoudisus waz3snaAusnsnen 'Haziwfmwnumsgﬁmﬁ
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3. AENUANINNARA

3.1 Finish product specification“)

AnaNLaAN1snae USP 38

1. PBnaaredeany 90.0 - 110.0% of the L.A. of Adenosine
2. Identification A3
3. Bacterial endotoxins NMT 11.62 USP Endotoxin U/mg of Adenosine
4. pH 45-75
5. Particulate matter ATIWU

- 2%@ 2 10 um '3iLAu 6,000/container

-9 > 25 um LA 600/container
6. Chromatographic purity - Any individual impurity : NMT 1.0%

- Total impurities : NMT 1.5%
7. Sterility ATV
8. Volume in container ATIVU
(RITD)eoveeeed T Ussmunmenssung

(aq%a)..% .............. nIsuAg (958 e ﬂ/ ............. nIIWmMs
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3.2 Drug substance specification : Adenosine o

AmaNUaNnaia USP 38
1. YSunadendagy 98.0 - 102.0% of Adenosine (Calculated on the dried basis)
2. Identification ATIVHIU
3. Specific rotation ~68.0° to _72'()o
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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1. Lana'ﬁms'l,ﬁ%'umgym’ﬁmuﬁﬂm‘i'ﬁumLﬁlaa‘immaluﬂszmﬂ%U WaEILA (declare) WREING®
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1.1.1 luns@ndunfinioludszinalng nanods no2
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38130 2 Aspirin 80 - 81 mg gastro-resistant tablet
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1. Baan Aspirin 80 - 81 mg gastro-resistant tablet

2. amaasianaly
2.1 3duuy Lﬁuml,ﬁ@gﬂuuu Enteric coated (Gastro-resistant tablet) 1% TUTUUzN %
22 &wznay  Ysznaudandaen Aspirin 80 mg 3a 81 mg w1 e
2.3 MTUUIN ussg’[uumagﬁl,ﬁwwamf #38 blister pack Uasnuanugu
2.4 287N - 5zq%am fmlsznaud s dALazANNLTY TunEa fuﬁuumq 1wfinda taanadou
fTuen uazdtnndusnenen 'Li”aaiwz?‘maunuussqﬁm‘n’
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3. AmANIGNIINARA

3.1 Finish product specification®

Testtem USP 38

BP:2013

a

1. USunodrendregy

]

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

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

2. Identification ATIHIN

AU

Acid stage : usaImIazans lsannni
10% (Q) of the L.A. of Aspirin lu 120 wifi
Buffet stage : uaaimIazaeliounin
75% of the L.A. of Aspirin 14 90 w1l

3. Dissolution

Acid stage : ugaInIazaelaiuINN 5%

of the L.A. of Aspirin 1% 120 w171

Buffet stage : usasm3azane litounin 70%
of the L.A. of Aspirin lu 45 wrfi

4. Uniformity of dosage units | ®37361%

AT

5. Limit of free salicylic acid NMT 3.0%

NMT 3.0%

3.2 Drug substance specification : Aspirin“”‘z)

Testitem USP 38

' BP2013

1. Binaeasdey 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 AIHI ATIINIU
3. Appearance of solution - AT
4. Loss on drying NMT 0.5% NMT 0.5%
5. Readily carbonizable ATV -
substances
6. Residue on ignition NMT 0.05% -
7. Substances insoluble in AN -
sodium carbonate TS
(ao%a) ...................................... UszmuamensIung

wwlezsad Tnuamand)

(8%a)... o= /P e, nITNNIg
a o 5 o
(Wedidnd susuns)

vi12) WO M/ .................. AT

(WHEIUTEN @38907173)

Wi a2 qﬁﬁa 9/2562




3.2 Drug substance specification : Aspirin“m’ D))

Test ltem USP- 38 BP 2013

8. Chioride 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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2.2 nsdfidiugingrernddsana HuRadoslionmsusasnaspumsniasnenumsninmaiuag
msialumsndam GMP PIC/S (Pharmaceutical Inspection Co-operation Science) lagwiiaga PIC/S
participating authorities %38 GMP clearance aﬁ’ua"lq@mmaummi’maau Tmﬁwamﬁmaoﬁoi’uﬂs:mﬂ
Uszmenadinnseiind wisogaasadn ududnsd
3. mnmmmmwwaamﬁtauaﬁm (Fuwinnane)

3.1 NamsmnmLﬂﬂ“‘v\ﬂmmwwamnmmmmmsﬂmawNam (Certification of analysis of Finished product) N
miuwauﬂumama

a
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189NN 3 Dabigatran 110 mg capsule
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1. faen Dabigatran 110 mg capsule

2. amaniianalyl

2.1 3uuy LﬂumLﬁ@Lmﬂéyja UYL

22 swlsznay  Uszneudau@aen Dabigatran 110 mg 1u 1 1a

2.3 MTUEUIN mi'«g‘luLLmaQﬁLﬁWWamf 38 blister pack Yasnuanudule
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3. AMANVTANINARA

3.1 Finish product specification™”

1. Yinudndary msmw‘mmuﬁsquu Finished product specification
2. ldentification test m’zﬁ]mumuﬁiquu Finished product specification
3. Dissolution @i’s?asi’mmwﬁszylu Finished product specification
4. Uniformity of dosage units m’sﬁ]&humw‘ﬁlizylu Finished product specification
5. Related substances / Impurity mia%&i’m@l’mﬁ‘szq‘lu Finished product specification
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37181130 4 Fenofibrate 160 mg capsule

madszmedawiaguanzsiii 2 8 ] 567

1. %aﬂﬁ Fenofibrate 160 mg capsule

2. amansianalyl

2.1 3uuuy LﬂumLﬁ@Lmﬂsga fNIVITLUTEMU

2.2 dudsznay  Usznausiedaen Fenofibrate 160 mg lus 1 1da

2.3 MTULITY uﬁglul,l,ma@jﬁl,ﬁwmna‘ %38 blister pack 1Jadrlas

2.4 287N - szy%am fuLIENauMpARNYLAa UL Tunia fuéumq Wwfinde taanadon
UL wardBnsAusnsnen "I:S’atiwﬁ’@muuumsﬁ;ﬁ'm‘ﬁ

- LIUHIEN aai’mﬁaU@Taas:y%iamvﬁa%amaﬂ'ﬁﬁﬁ FIRUTENOULALIUWI AR N ULTIVDILN

\WUTiNER :Tu?«vumq"b”fmw

3. pudaiamImaia

3.1 Finish product specification“)

Testitem ' USP 38

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

2. identification ATIAINU

3. Dissolution Test 1 : dasusainsazanalutasndy 70% (Q) of the L.A. of Fenofibrate neilis
40 Wl

$30
Test 2 : dsugasnsnzaielivasndt 80% (Q) of the LA. of Fenofibrate nglu
2 talug

w3a
Test 3 : dasusasminsanelaittasnit 80% (Q) of the L.A. of Fenofibrate meil
30 wifl

%in
Test 4 : dosuaainsacarelitasndn 80% (Q) of the L.A. of Fenofibrate mmalu
30 w1l

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%

UsesunmenIsuns

wadozsa Inuasaas)
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3.2 Drug substance speclflcatlon Fenoflbrate o

v ltem T o - T USP 38

1. ﬂ?mmmmmmy T 98.0 - 102.0% of the L A of Fenofibrate (Dried substance)

2. |dentification ATIINTU

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-Chiorobenzoyl) 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-Chlorophenyl)[4-( 1-methylethoxy) phenyllmethanone : NMT 0.1%
- 1-Methylethyl 2-[[2-[4-(4-chlorobenzoy|)phenoxy]-2—methyIpropanoyI]oxy]-Z- methylpropanoate
T NMT 0.2%
- Any other impurity : NMT 0.1%
- Total impurity : NMT 0.5%

8. Melting range 79° - g2°

9. Acidity NIV

10. Loss on drying NMT 0.5%

11. Color and Achromicity AT
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3781130 5 Furosemide 10 mg/mL injection, 25 mL

awdssmadsninguasesi 2 § (1, 7567

1. Bawn

2. ansanyanaly

2.1 gﬂu,uu

Furosemide 10 mg/mL injection, 25 mL

J o v
wuasazan sienBale FIATUAA

2.2 gaudszney Usznaudaadaen Furosemide 10 mg/mL lussazanoySanas 25 mL 1w 1 Vial

1 . o X A o . R A o (1042
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3. AuENIGNaKa

(10(2)

3.1 Finish product specification

auaniamunaia

USP 38

BP 2013

1. dSnudaendngy

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

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

2. ldentification

ATIVHIN

ATV

3. Bacterial endotoxins

NMT 3.6 USP EU / mg of Furosemide

NMT 35 1U of Endotoxin/mL

4. pH 8.0-93 8.0-9.3
5. Particulate matter AT AU
- WA 2 10 pm JiAn
6,000/container
- U@ 2 25 pm b
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 AN ATIIU
9. Volume in container AU ATITHIN

ﬂ. Qv A‘ Qs
(W8BFNQ FUTUINT)

nIsuNIg

(WENUTEY A389e71)
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3.2 Drug substance speclflcatlon Furosemide'""?

ﬂmauﬂﬂﬂ’mlﬂﬂ%ﬂ

USP 38

1. Hnmdsdary

98 0 - 101. 0% of the L.A. of Furosemlde

(dried basis)

98.5 - 101.0% of the L.A. of Furosemide

(dried substance)

2. Identification ATIIHIN ATITHIH
3. Residue on ignition NMT 0.1% -
4. Heavy metals NMT 20 ppm NMT 20 ppm

5. Organic impurities

/Related substances

- Furosemide related compound A :
NMT 0.5%

- Impurities A,B,C,D,E ; for each impurity,
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%

oo a o ' N a & el a @ o dnoea e o
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2.2 fawsznay lussazais 1,000 mL Usznaudae Sodium chioride 15.0 mmol/l, Potassium chloride

9.0 mmol, Magnesium chloride hexahydrate 4.0 mmol, Histidine monohydrate 18.0 mmol

Histidine 180 mmol, Tryptophan 2 mmol, Mannitol 30.0 mmol, Calcium chloride dihydrate

0.015 mmol, Potassium hydrogen 2-oxopentandioate (keioglutarate) 1.0 mmol®
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1. Identification
- Sodium chioride
- Potassium chloride
- Magnesium chloride hexahydrate
- Histidine monohydrate
- Histidine
- Tryptophan
- Mannitol
- Calcium chloride dihydrate

- Potassium hydrogen 2-oxopentandioate
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3.1 Finish product specification™ (sia)

2. Assay
- Histidine 29187 - 32259 mg/l
- Tryptophan 388 - 429 mg/l
- Mannitol 5192 - 5738 mgl/l
- 2-ketoglutaric cid 153 - 168 mgl/l
3. pH 7.02-7.20
4. Particulate matter ATV
- U@ > 10 pm 3L 6,000/container
-39 2 25 pm A% 600/container
5. Sterility ATITNU
6. Extractable volume ATIWU
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