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5780131 1 Adenosine 6 mg/2 mL injection
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1. Hawn Adenosine 6 mg/2 mL injection

2. aanyanaly
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2.2 dwsznay Usznaualudaen Adenosine 3 mg/mL lutSanes 2 mL
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3. AENLANIINAKA

3.1 Finish product specification'”

amaENlaN9Inaka

USP #1

1. Sunudandeg

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

- U9 2 10 um haitfiu 6,000/container
- W@ > 25 um A% 600/container

2. identification ATIVHIU
3. Bacterial endotoxins NMT 11.62 USP Endotoxin U/mg of Adenosine
4. pH 45-75
5. Particulate matter ATITEIU

6. Chromatographic purity

- Any individual impurity : NMT 1.0%
- Total impurities : NMT 1.5%

7. Sterility

AU

8. Volume in container

ATIVAY.

n3ITUNIT
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3.2 Drug substance specification ;: Adenosine "

amsNtMIInaia USP 41
1. Phnmdendrey 98.0 - 102.0% of Adenosine (Calculated on the dried basis)
2. Identification ATIBHU
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 - Uridine : NMT 0.10%

- Adenine : NMT 0.2%

- Inosine : NMT 0.1%

- Guanosine : NMT 0.10%

- Any individual unspecified impurity : NMT 0.10%
- Total impurities : NMT 0.5%
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18Msh 2 Aspirin 80 - 81 mg enteric coated tablet
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1. 8aen Aspirin 80 - 81 mg enteric coated tablet

2. anssaniariali
2.1 iy
2.2 dmsznay
2.3 MTUUIN
2.4 287N

\ueiilaguuuy Enteric coated (Gastro-resistant tablet) #1%3UsUUTENL
Usznaududaen Aspirin 80 mg 38 81 mg 1 1 1fia

a a . 1 (% L e
msag'luumagmusmﬂanﬁ %38 blister pack Yaaranuty

2| \ o o o v oA e & a a
- i:q’ﬁam a?uﬂ?:ﬂa'ﬂ@nf.l']a‘]ﬂfyLLa:ﬂ'T]NLﬁﬂ TUHNRN 'Juauﬂ']ﬂq LRUNIHNER lﬂ’ﬂ'ﬂ:LﬁfJ%

fsuen wasIEmanAushse vb"azm’ﬁ'mwuuussqﬁmwf

1 ¥ 2/ A li v 1
- ULLRIEN ﬂEJ'N%?JFJC"]E]Gi:lﬁiaﬂ’m%ﬂ’ﬁa‘ﬂ’ldﬂﬂiﬂ'l ﬁ')uﬂizﬂ?JULLG:‘UWWWTTIJJLLSO‘HENU'I

d a o X v
LRUVINRG 'Juaumqvb’mtau

3. AnaNlAMIINa®a

3.1 Finish product specification™?

Test Item

USP 41

20

1. Yinudamsdy

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

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

2. Identification

ATIWIU

AT

3. Dissolution

Acid stage : uaasmIazanglaisnnia
10% (Q) of the L.A. of Aspirin 1% 120 w1l
Buffer stage : uaaensazanelaitasnd
75% (Q) of the L.A. of Aspirin 11 90 w1t

Acld stage : ugasnmsazanglduinndn 5%

of the L.A. of Aspirin 1w 120 w17l

Buffer stage : usasnsazanslsivasandy 75%
(Q) of the L.A. of Aspirin Tu 45 w1l

4. Uniformity of dosage units

ATIWH

AU

5. Limit of free salicylic acid

NMT 3.0%

NMT 3%

- astiten

3.2 Drug substance specification : Aspirin")’(z)

;Usa"?;ﬂ‘i{j, ¢

1. VBunmdmndy

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 ATIINIU ATIVIU

3. Appearance of solution - ATITHU

4. Loss on drying NMT 0.5% NMT 0.5%

5. Melting point - 143°

6. Readily carbonizable ATIWY -
substances

7. Residue on ignition NMT 0.05% -

8. Substances insoluble in

sodium carbonate TS

Clear solution

............ nITIMg

(w9338 Yas)

UssmuanenIsunig
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(WIFIUTY AT89A175)
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3.2 Drug substance specmcatlon Asplrmm 2 (ml)

9. Chlorlde ’ NMT 0.014% k

10. Sulfate NMT 0.04% -

11. Heavy metals NMT 10 meg per g NMT 20 ppm

12. Limit of free salicylic acid | NMT 0.1% ‘ -

13. 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%

14. Sulfated ash - NMT 0.1%

4 1Y % R - s @ 'Y 4 o Y
wangme) 1. natifvenafoundinaiu waive) missresaSiassinomsie 14 nuuﬂmmnmmanpumnmvﬁ‘lﬁmmpﬁ‘ﬁmu
2. Drug substance specification ﬂaﬁim1%1n1h3tﬂﬂ:ﬁﬁmt{ Wil drug substance #38lUAATEY drug substance V83
v A o w 4 4 a @ @ o,
{udaendudagy avuleavunile Binmanelinnsiaunnindeiidmua

a

3. Namwmﬁmﬂ:vfﬂmmwm Wuldena Finished product specification wag Drug substance specification Yia’NEN
mnmﬁm’hmﬂuummﬂu ‘ﬁﬂm(ﬂmwﬂu@laﬁ’lum‘mﬂm”nsmmimmma"m ﬂ?:ﬂ?l\'lmmﬁ'mﬂ’ﬂ ﬂ?m
ﬂmﬂ&m@l“ﬂ']dmﬂuﬂ’ﬂadﬂ"m'iﬂ?@m@ﬂ °1Jadmﬁuaﬂm'lumamuﬂfﬂwmmaﬂs“mﬂ i1 maadmmﬂv’i'lsuauumﬂu
ﬂ'TTYII?QWEnU'\mJT’ﬂ']ﬂ “78 moaemﬁ’nmi‘umwﬂiumﬁmmﬁqmmsmm 1384 svuﬁ')ﬂm Lﬂwulwuunu
ﬂﬂﬂwuiﬁladﬂ%ﬂﬁ?ilﬂ'ﬁﬂi..ﬂ']ﬂﬂﬂ’]ﬂ'\

Bouludng
diananandasiinduwinmaaionans wsauaamzmaimmaatanmsfmﬂuumwm TURB LR
1. Lanmsms"lmuaummun affoudriusuiedmiisludsanalng uazduns (declare) unsInGa
1.1 lummymwummuumsum (8.2 n8.3 N4 uduensdl)
1.1.1 lunsdifidueniudaludsznelng waneds ne2
1.1.2 lunsrﬁﬁtﬂummL’xhw‘fammﬁouss@ wanedis ne.3
1.1.3 lunsd@Adusiighanndedsang waneds ne, 4
12 'lummamuwmzmm N8.1/8.1 Taapnflane TN wsaamﬂaytafmm'uamsmmuﬂmmwmmwamnmm
mumu‘n waw (finished product specification) ummanmuﬂﬂmmwmaqmnﬂu (drug substance
specification) nsnmaUsmmannsu,ﬂaﬂutl,ﬂaau.n"'hjqumu wdssusuanm s mMwinsnvsutly (2.5)
¥ wsau finished product specification WRz/"3a Drug substance specification 1@ gvaun lvAawiulszme
dumenmdlannsafing wazlaiviu 2 9 o Fudszmadssmanaaidansating
2. 18NFTTUTDINATFIMMIHAALN
2.1 msdifigmaalmlsanalng HrdadaefilonmaisannaspumIniammumsninasiuaz3smsialy
M3INAALN PIC/S (Pharmaceutical Inspection Co-operation Scheme) lagwianau PiC/S participating authorities
#3a AN T I8 9  UMS A MU N TR 3B MR IR AN B 9 NIRRT N T3NS
0IMITUATEN NTTNTWABIIUGY %aﬁmum‘rﬂmﬁmwaaﬂﬂé“aaLta:ﬁ'mLﬁuuﬁima"mnm‘vfuaﬁfnwﬁﬁ‘lu
n1Indagn PIC/S lunniaenfilanariy avudgaamsaunisaTaseulasinanisiuses it utssna
szmanadiannsefing

nPANT

(WeFril Yasn) (WA #3diengn)

wihil2iunisiz yed B17/2563



2.2 nadimiingmingromneedssana o HWAadadianm TTLTe AU As eURA LN e
’Jﬁmi‘t’lﬁlumiwamm GMP PIC/S (Pharmaceutical Inspection Co-operation Science) Iﬂa‘nmm’m PIC/S
participating authorities %38 GMP clearance auuma@mmaumsmmaau Iﬂauwamﬁusammuﬂ‘i"mﬂ
Usznmiemadidnnsaing wWiaanaasadw ududnsdl
3. lenAIAMINY BT IIaRa AN

3.1 wam‘sm'smmsw"vsﬂmmwwamnmmmmmsﬂﬂuawwaﬂ (Certification of analysis of Finished product)
‘lumsuﬂauﬂumama

3.2 NaMTETITNATE %ﬂmmwmnﬂuwaommmﬂm (Certification of analysis of Drug substance) ﬁ‘l’ﬂ
hmwwa@\mmwauﬂumamam’uawwammuammamm@u

3.3 Lanmwsa'ﬂanmuuuwm’mauwuﬁswmnwmmamaamn@waommmﬂm (Drug substance)

18 3.2 nmummamamammsnmmmsﬂ (Finished product) 48 3.1

3.4 WaMIANW Long term stability maﬂmamq’uaammummuu”l’mua”wﬁm'mﬂmnswmsmmsuazm
NINTRFTIIUFY
4. foe9en

4.1 dlanenen dasdsdrangnagatan 3 WUl Faduiunuusasoanioaldasudam
muﬂmmuﬂlum’uaﬂmauummvlﬂmwu
5. ﬂ’ﬁﬂ?»ﬂ%ﬂﬂbﬂ’lﬂﬂ’lﬂﬁd&lan (ugASIaNE1IN1IT U SEnW)

5.1 m*ﬁa’wauﬁaaﬁmu’tﬂﬂ"l&iﬁaunin 1 9 dunniussway

52 mﬂmmnawau amaomaummwmU‘lmusaawaﬂ'ﬁmw'uﬂﬁmmsu‘nawau

5.3 nsmmmmwmsmmsaumamammwamwamm’;mmﬁ*mmmw whgsnisasyniifae

famadiadn lauduinas @1aommmuanmummuwmawnmﬁawsammﬂ*%LLa‘*Lﬂumuwﬂ"ﬁau
ml’nmumnmmao‘lumsmammsw*mﬂmmw nmmwmwm"lmﬂuvlﬁmmmanumwmwm WD
anuawﬂmuwmsmnmauaswmmmnmwao N’IHULLR”/%SQNNR@I%F\SG@BVM

5.4 fnyaz maaimﬂaaummamlnamwmu mamam@nmaauamwmnﬂs*mslﬂe) nawrvua lag

'l,wwau"lm
6. Jlanasan (H2e) ?J%ﬂau‘lﬁﬂmanﬁmm'lria%ﬂsuri’wuﬂ aait

6.1 N3tiNAMI§RaATIR AR I@Unsmnmmammmwnwsaﬁaaﬂgummsﬂ‘lﬂmmmu ISO/EC
17025 "LuLﬂu"Lﬂm&lmmmwﬁamwu@‘luﬂsvmﬂﬂswmmwm

6.2 nsmmmnmmmwwunmsunmmmmnw fasna1alaudtinauasznssanisamsuazen lugaaiaan
YaaRY g9z TNy

6.3 nsmwuﬂmmﬂmmwmnwammmwmaawamaﬂs"anﬁwaua mwﬂaammawﬁmﬂmum
7. vmmmwmﬂlaamuawﬁvlmuwmsmNammmmmﬂs*mnmwmnmﬂﬂumunmuﬂmyniwms
pmsuazenluszozing 1 deuiudsmenlszniamadidnnsaning sniTudnisfeduasanndnineu
amnIImMsamsuazeildddiunmutladymludesdondiug

VAYIAG - g198937n

1 = The United States Pharmacopoeia 41

2 = British Pharmacopeia 2016 T ;
/"( ) -
T0).ro ;/% ..................... e Tua N IINAIY

/
wwlvzsad Tnuarans)

o
NSNS (R, ﬂ/ .................. nITUNY

(w19swh YATND) (WIRRINUTE ﬁ‘%ai”am'gﬁ)

wiizunsii2 yadl 81772563



swauﬁmqmé‘num:mmmmuﬁ']manmsmsa’i’m%mmﬁmsﬁm
LauN B17 /2563
3181130 3 Ezetimibe 10 mg tablet
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18810 Ezetimibe 10 mg tablet
2. awansionaly
2.1 3upy Wuende dmsusutsenu
22 &wdszney  Usznaudiudaen Ezetimibe 10 mg 1w 1 1
2.3 MuzUIN mm‘luumaa&ﬁauﬂamf %30 blister pack flaafin ﬂaen"’uﬂ’nmu
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3. AMENUANIIINATHA

3.1 Finish product specification ‘"

Test Item USP 41

1. UBnmdaensndny

93.0 - 107.0% L.A of Ezetimibe

2. ldentification

AN

3. Dissolution test

axanw'liaunin 80%(Q) of the L.A. of Ezetimibe 1% 30 w17,

4. Uniformity of Dosage units

ATIVHIY

5. Organic impurities

- Ezetimibe tetrahydropyran analog : NMT 0.2%
- Ezetimibe ketone : NMT 0.2%

- Any unspecified impurity : NMT 0.2%

- Total impurities : NMT 0.5%

3.2 Drug substance specification : Ezetimibe "

Test item

USP 41

1. Yinudmddy

98.0 - 102.0% L.A of Ezetimibe (calculated on the anhydrous and solvent-free basis)

2. ldentification ATIVHU

3. Residue on ignition NMT 0.2%

4. Water Determination NMT 0.6%

5. Optical rotation -25.0° to -30.0°

(w1957 yasim)

(wndozsod Inuamaas)
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(WvEmNuTe #3830175)
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3.2 Drug substance specification : Ezetimibe " (Gla)

Testitem : usP 41

6. Organic impurities Procedure 1

- Desfluoroaniline analog : NMT 0.2%
- o-Fluorobenzene isomer : NMT 0.2%
- m-Fluoroaniline analog : NMT 0.2%
- Ezetimibe ketone : NMT 0.1%

- Any unspecified impurity : NMT 0.10%
- Total achiral impurities : NMT 0.6%
Procedure 2

- 8,S,S-Ezetimibe : NMT 0.2%

- R.R,R-Ezetimibe : NMT 0.1%

- R,R,S-Ezetimibe : NMT 0.4%

- 8,S,R-Ezetimibe : NMT 0.1%

- R,S,R-Ezetimibe : NMT 0.1%

- Total chiral impurities : NMT 0.5%

- Total impurities : NMT 0.9%
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i"lsm’liﬁ 4 Felodipine 5 mg prolonged-release tablets
alszmavInInguanrsi

1. %am Felodipine 5 mg prolonged-release tablets

2. ansaasiana
2.1 uuyy Lﬂumtﬁmmﬂqa 311LLuuaanmq§fmu (prolong-release tablet) §1%sUSULTENY
22 swwnay  Usznaudedaen Felodipine 5 mg lu 1 1da
2.3 MuzuIN Ussqluuma;ﬁﬁ;ﬁﬂmﬁm{ 30 blister pack Uasnuauin
2.4 28N - szq%am §IUUINAUAILIIAQUALANNUTI TURER i’u?;umq Wnafinda uas
wansdoudrisen wasiFnnfiushwnen "L’J”arjwﬁ'ﬂmuuuquﬁm‘ﬁ
- UBUREN azmﬁam]"aﬁ:q%amﬁ‘%‘a%amamsﬁ'] FUUTTNAUUALIUINANVUSIVEILN
LaufinEe i‘uﬁyumqvl'f'ﬁ'ﬂwu
3. ansniRMINARa

3.1 Finish product sgeciﬁcation")"z’

1. ﬁ?mmﬁ"‘smﬁ‘m“ry 90.0 - 110.0% of the L.A. of Felodipine 92.0 - 105.0% of the L.A. of Felodipine

2. Identification aTIIIN lrpr i1
3. Dissolution NI Test 1 ATIWH

- NIRRT T4 1281 2 Tl LRAINTITATANE
10% - 30% of L.A. of Felodipine
- IN1T8EN8 4 13 6 T2l UEAINITAZTRNE
42% - 68% of L.A. of Felodipine
- fmTazany o LIan 10 ﬂ?’l’ﬂm UFaINIazaE
laisloandn 75% of L.A. of Felodipine

¥3a
NItk Test 2
- fN138EANY B4 1387 1 T2l UAAINIRTANY
5% - 30% of L.A. of Felodipine
- fMIRLANE wLIa 4 'ﬁ:’JI&N LHAINITRZRY
45% - 70% of L.A. of Felodipine
- fMIBEAY T4 1281 8 Tal Uk b o gH]
laiitoundn 80% of L.A. of Felodipine

W U munEnIsNms

A -
(B9%8).coonn. %/ ............... nIsUNNT

WH yas) (WNEMNUTET A39907175)
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3.1 Finish product specification® (sia)

qumniananeia | USP 41
3. Dissolution (¢8) #ia
N3N Test 3

- fNMIezANe WL 2 'JJ.':’JIiN HEAINNTAZANY
10% - 30% of L.A. of Felodipine

- fNTazany WLa 6 "IJ%ING LEAINITAZAY
50% - 80% of L.A. of Felodipine

- NTRTANE T 81 10 ‘;’JIMJ HEAINTAzAIY
Lisorndn 80% of L.A. of Felodipine

4. Uniformity of dosage units ATITHH ATITHIU

5. Related compounds Organic impurity : NMT 2.0% 1. the area of any peak corresponding to
Impurity A : NMT 4.0%

2. the sum of the areas of the peaks
corresponding to impurity B and impurity C is
not greater than the area of the principal peak
in the chromatogram obtained with solution

3. the area of any other secondary peak
:NMT 0.2%

4. the sum of the areas of any other secondary
peaks : NMT 0.5%

3.2 Drug substance specification : Felodipine"m’

1. Phnudamndnty 98.0 - 101.0% of Felodipine 99.0 - 101.0% of Felodipine
(Calculated on the dried basis) (Calculated on the dried substance)
2. Identification ATER AT
3. Appearance of solution - Clear
4. Absorbance NMT 0.2 at 440 nm NMT 0.10 at 440 nm
5. Loss on drying NMT 0.5% NMT 0.5%
6. Residue on ignition NMT 0.1% -
7. Heavy metals NMT 20 ppm -
8. Chromatographic purity - Individual impurities : NMT 1.0% - Sum of impurities B and C : NMT 1.0%
- Total impurities : NMT 1.5% - Unspecified impurities : NMT 0.10%
- Sum of impurities other than B and C
: NMT 0.3%
9. Sulfated ash - NMT 0.1%

naBng 1. nsdifianadouudinimiu waive) nesnsausiemsinamsle 1v|"ﬁuuamtanmmﬁ'ngﬂuﬁondwaﬁ'lﬁi‘uaw“ﬁﬁ?u
2. Drug substance specification Wmtmﬂmn‘lﬁmﬂ:ﬁwae:j Hia drug substance w3aluAiamedl drug substance ua9

v o o . & o L | % a a '3 [N
E’u‘mﬁ@lf_ﬂﬂqﬁﬁzﬂ auu‘lﬂauu“m JUN1T67937 ”ﬂﬂ?ﬂnﬂ“?ﬂﬂﬂﬁqﬁ%ﬂ

)
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318NN 5 Furosemide 10 mg/mL injection, 25 mL

muﬂszmﬁ&mi‘wqua‘s’mmﬁ

1. #aen Furosemide 10 mg/mL injection, 25 mL

2. ansantianialy
2.1 3wy WumsseneUmannidala dwsnda
2.2 §mazney Ustnaudaudau Furosemide 10 mg/mL TusnsasansySungs 25 mL 1 1 vial
2.3 yWeuTRy ussa'lum'ﬁu.ussaammﬂﬂﬂmnmammmum type | Lm:ussmnm‘nﬂaanuum"’ @
2.4 a3 n - sy daen FUUTNOUMENUURZA VNI THHER maumﬂ \WUiNGe uay
wanzifoudisuen uasdimsifiushunen "hamwmwuummnmm
- UWMTULLTTN amauaﬂmawu'ﬁamma’ﬁamamsm fuLlsEnauLaTIUIAAINLT

vade mewam maumu"l’nmwu

3. AMANUAMIINAKA

3.1 Finish product specification"®

: ﬁmaﬂﬁﬁm"mmﬂﬁﬂ USP 41

1. VBnudndey

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

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

2. ldentification

AU ATIWU
3. Bacterial endotoxins NMT 3.6 USP EU / mg of Furosemide NMT 35 1U of Endotoxin/mL
4.pH 80-93 8.0-9.3
5. Particulate matter AT AT
- W9 2 10 pm iAn
6,000/container
-39 2 25 pm laiiAu
600/container
6. Limit of Furosemide related NMT 2.5% -
compound B
7. Related substances - 1. The area of any peak corresponding to
4-chloro-5-sulfamoylanthranilic : NMT 1%
2. Any other secondary peak : NMT 0.5%
8. Sterility ATITHU AT
9. Volume in container ATITY ATIHIU

(Wil Yasna)
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3.2 Drug substance specification : Furosemide'"?

1. Wi

98.0 - 101.0% of the L.A. of Furosemide

(dried basis)

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

(dried substance)

2. Identification AT ATIWIN
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%
- Furosemide related compound B
- NMT 0.5%

- Impurities C : NMT 0.2%

- Impurities D : NMT 0.15%

- Impurities C, E ; for each impurity,
NMT 0.10%

- Total : 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%

vaname 1. nadifisenadwsmans (waive) MmyaTrasoAlemeinensle ‘lﬁﬁuumﬂmnmmé‘nﬁ"m@i’ond'nﬁ‘lé’i‘uagu‘ﬁﬁ"m

2. Drug substance specification ﬁmmnmnlu’imﬁ:‘n’vmg’nﬁw drug substance 3alu3ieTe drug substance 184
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3. AmENTANMINaRA

3.1 Finish product specification"”

AMANTANINATA Japanese Pharmacopoeia 16 edition
92.0 - 108.0% of the L.A. of Manidipine hydrochioride
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2. ldentification

3. Uniformity of dosage units (Content uniformity) ATIMIU

4. Dissolution dasuanamsazaslivonndy 75% meln 45 w1l

3.2 Drug substance s ecification'”
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2. Identification ATIWIU
3. Heavy metals NMT 10 ppm
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5. Related substances NMT 2.0%
6. Loss on drying NMT 1.5%
7. Residue on ignition NMT 0.2%
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18NSN 8 Sterile electrolyte solution for organ preservation, 2000 mi
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1. Boen Sterile electrolyte solution for organ preservation, 2000 ml|
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2.1 guuy Wumsasansunenda Mamiutatine EwiINnsHhea
2.2 swwdsznay lumsazans 1,000 mL Usznaueae L-Histidine 27.9289 g, L-Histidine HCl 3.7733 g,
Sodium chloride 0.8766 g, Magnesium chloride 0.8132 g, Potassium chloride 0.6710 g,
Mannitol 5.4651 g, Tryptophan 0.4085 g, Potassium hydrogen-2 ketoglutarate 0.1842 g
Calcium chloride 0.0022 g VAT 2 Ras/ne
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- Histidine 29187 - 32259 mg/!
- Tryptophan 388 - 429 mg/|
- Mannitol 5192 - 5738 mg/|
- 2-ketoglutaric cid /ﬁ 168 mg/l
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3.1 Finish product specification" (Gia)

3. pH 7.02-7.20

4. Particulate matter AU
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- U@ > 25 pm liAn 3 aunIa/m

5. Sterility AT

6. Extractable volume ATIVHU

7. Bacterial endotoxins m‘i‘mmumuﬁ?u‘lu Finished product specification
8. Osmolarity mwmumum"u‘lu Finished product specification
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of Pharmaceuticals for Human use (ICH quideline), Impurities in New Drug Products Q3B
(R2) ; Current step4 version, 2006.

3 = ASEAN Guidelines for the Conduct of Bioavailability and Bioequivalence Studies mamla
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3180157 10  Trimetazidine 35 mg modified-release tablet

muﬂszmﬁﬁ‘mi’mquaﬂﬁmﬁ

1. i'gg Trimetazidine 35 mg modified-release tablet
2. amasianaly
2.1 yupy Wugudae gﬂuuuaanqwﬁfmu (modified-release tablet) §TUSUUsEU
2.2 mdsznay dsznaudipdaen Trimetazidine dihydrochloride 35 mg 1 1 1
23 mruryssy  uInluwusegfifluwwess wia blister pack fkﬂaﬁmm:msa;n”m‘ﬁﬁaaﬁ'uum
24 a8n - szq%am FIUUTTNIUMELNFIAYPUAZAMINLTI IUHER i’uﬁvumq \nfinda uaz
wanzidoudisuen weeiEmafuinme Taedaauuuussesiond
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- UnisgEn adevaedaoszyFermIatan1inimh U EnaLLAsIWIAANLTITEN
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3. amaaisimeinana

3.1 Finish product specification”
1. Uiy mmmumuﬁ's:qlu Finished product specification
2. Identification G\S’Jamumuﬁi:q'lu Finished product specification
3. Dissolution @li’;i}ﬂi’lumuﬁszq‘lu Finished product specification
4. Uniformity of dosage units m?ﬁwhumuﬁi:qlu Finished product specification
5. Related compounds / Impurity @li':swiﬁum&lﬁiquu Finished product specification

3.2 Drug substance specification(a’

quaiimomaiia __ JapanesePh

1. dSunoudandngy 98.0 - 101.0% of Trimetazidine hydrochloride
(calculated on the dried basis)

2. Identification ATIHIU

3. Heavy metals NMT 10 ppm

4. Related substances NMT 2.0%

5. Water NMT 1.5%

6. Residue on ignition NMT 0.1%

nangwe 1. nidiflsamafowdinniu waive) maTrsarfiamsiremsle lﬂ"ﬁumﬂomnmmﬁnpuﬁondnﬁ'tﬁ%’umpi‘ﬁﬁm

2. Drug substance specffication Ansananniudiamzkvaiinia drug substance w3aluAiamew drug substance 183
dudaedniagql atulaatundi bﬁaﬁmwnﬁLﬂﬂ:ﬁﬂsunnﬁ'ﬁaﬁﬁmm

3. NGn']im’Jﬁ)’“)Lﬂﬂ:ﬁqnmm e Wwluana Finished product specification L&z Drug substance specification
FoldanafoudedminnuanenTsunisamIussen NENTNININFY nIdNUsNTENManafiavasm
wisiandy maacﬂauaswmhﬁmamuﬁ‘[wwmma'ﬂszmﬂ viu SBandrdrsuaufilminidlsmeuedsme
wie SBanfrdrsumulemensenTamInug 1309 sy dudu ln”ﬂfun"uqaﬂﬁﬁwamm:mmms
Usznaasaien
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1. Lanmsms‘lﬁ’%’umquy'\m‘fun:Lﬁﬂm‘h‘%'uﬂ'uv‘w'ai‘imma'luﬂszmﬁ'lnu UBZEUAI (declare) WWEINA®
1.1 luddgmstunadoudivem me.2 ne.s nu.4 udueinTil)
1.1.1 wnsdiiduenirdalutsandlng wanefs ne.2
11.2 'lunsﬁi.ﬁtﬂumﬁ'lL'xT’nv‘v'amsuﬂaussg wunede ne.3
1.1.3 luns@fidueihidhendosendg waneils ne.4
12 Wdmadunsdouen ne1/.1 vssfisusmn wfamuaztﬁﬂﬂﬁaﬂi’aﬂﬁmuquqmwmamﬁwn"mﬁ
anafidunzitom (finished  product  specification) uazTaA MUARNTHYBITAYAY (drug  substance
specification) nsrﬁﬁ'agﬁ:vrhom‘m]ﬁ'ﬂuuﬂmun"'lmﬁuLﬁu wdssunulenm i waenTaunly (2.5)
uwiay finished product specification Waz/M38 Drug substance specification lazvaurlurauiudlszme
dzmanamdidnnssfing uarliiiu 2 9 s Sudsemeadsznianandidnnsaing
2. 18N§1TFUTDINATIRNITHAREN
24 nadifisnndalusanalng guiadasdlianmyivsannaspumariaeemamaninoeiuszdsnsfiaiu
mMInNRaen PIC/S (Pharmaceutical Inspection Co-operation Scheme) Taewineau PIC/S participating authorities
W38 GlanMTIUT0INA T IUNITHR AR NN T UEE BN TR RN T A ALY B I 8N BN TN
8IMITUTLT NIENTWANTITOUFY %aﬁmum{ﬂﬂuﬁmwaamna’mua:ﬁ'ﬂLﬁUuﬁ'uné’nmmfrfua:‘iﬁn'ﬁﬁﬁlu
mwdaen PIC/S lunanasfiianaane atudrganmsaunsaeraulasiinanisiusasfeiulseme
Ussmanadidnnsading
22 sdiifueniudrondwdsana Arindasdianansibsannaspunnndamaunaninueiuaz
FBmafialumIningn GMP PIC/S (Pharmaceutical Inspection Co-operation Science) lasmuiziu PIC/S
participating authorities %38 GMP clearance atiudgaauseumIaTssey lasfinanssusesfisiuysenie
Uszmanmndidnnseind nieayasaadn usaudnd
3. tanmsqmmwmaamﬁmwaﬂm
3.1 NaM IR AATER N INHR AL T endFagilvassvia (Certification of analysis of Finished product)
'lumjuﬁa'uﬂuei"mzi'm
3.2 NamMIaTIvIaTRgMN W IAnAuYaIRILNERY (Certification of analysis of Drug substance) fAl4lu
mswﬁmmjuﬁdatﬂmﬁaf.haﬁgwaa;j’w‘a‘mmmx@’u‘a‘mi’mqﬁu
33 Lanmiv\?amé’ngwuﬁuﬂ"umwué’uﬁ’ufs:mw;'ummﬁmaai‘mqﬁwaom“;mﬁ'm”m,, (Drug substance)
79 3.2 NMujunniavasndasioei end 33U (Finished product) T8 3.1
3.4 HaM3AN Long term stability emammmu;uaemﬁifumtﬁuu‘l’:’ﬁ'uﬁwﬁfnmuﬂm:nswmsm'ms
UAZEN ATENTHITIIURY
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3.5 nydio e lailgenduuuy (original drugs) fa9iiniFeusaIN1INAREL Bioequivalence 189877
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5.1 mﬁﬁauauﬁaaﬁmq’lﬂm"l&iﬁanniw 1 1 dunntusway

5.2 mwmmﬁdwau wdasdsdLwnmwaneluTuTaINanIsaTIIe T vxmsu‘nmuau

5.3 nsmmmmwmsmmsaumamm’mawamwaawsammw*mmmw nihgTrnsziniide
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5.4 @‘mmvmaosmﬂaaummam'lnav\mmq wiadoifamadenaniniaedsznisla g Aeudmualasli
fivaula
6. fianamen (dne) dusenlisnidndygnfanasuimue asil

6.1 n3tinamMIguATIIATE i Tasnswinemaasmsunndwiakaad fudnied ldunasgm 1sonEC
17025 Lidwluawanaspudadmualutlsmesenaanm

6.2 NTRHAAN U m’ﬁﬁﬂﬁgnﬁ'nnl.ﬁuﬁumnﬁ psemalasdninnuannTumIamsazen lugaasuas
fnyaazTaezeny
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WABINAG : 91989370

1 = General requirement UaILNRTAVIU& NI Finished product FUuuveN Tablets

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 = Japanese Pharmacopeia 17 edition

4 = ASEAN Guidelines for the Conduct of Bioavailability and Bioequivalence Studies vﬁa@;ﬁa
msfinndnlsindus uasfrauysvasniosieion N2INIUAULT UNNUATAZNIINMNT

IRITURTHT NIENTN mmsmq‘u
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