s Qv 4 Qs I3
i’lElazlsﬂﬂ@lm&lﬂﬂmm%ﬂﬁzu%ﬂﬁ’lﬂlaﬂﬁ’liﬂ'ﬁ%ﬂ%’e‘)l"ﬂiﬂﬂb‘nEI’I
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s7gn1sn 1 Hydralazine HCI 25 mg Tablet

manlsemesoninguasesit - &0 2559

4.3asn Hydralazine HCI 25 mg Tablet

2. amasianaly

2.1 guuy Wuedenfiey SwmTusudsmu

2.2 gautlsznay Usenauaisaisn Hydralazine HC ﬁauy,aﬁ'u Hydralazine 25 mg

2.3 MIUTUIIT UTITLMUNY aadiifinamand w3a blister pack Yosruuaale

2.4 287 - s:q%am fIUUIzNoUMENEAILATANLTI TUHER fuz?vua’mq \iinga wanzidion
@suen wardinmanusnmn "Lfarha’ﬁ'@muuumi@ﬁwﬁ

- UKL aah\‘nIaaﬁaoszq%amﬁa%amamsﬁw FIUUTENALUAZUWIAAMIULIIVBILN
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3. AMANLVANWINANA

Namim’aﬁﬁLﬂi’l:ﬁqmmmﬂﬂﬂmu Finished product specification waz Drug substance specification
t!l 8/ = s ° Qs ar v A L2 [} o L
figdsnnunardsuatudeinu deldenadoudadinauamMensIuMIaIRITLETET NTENTNRIBITUFY
& X w o o Al v a W v o oA LA Vo AN oA o
mhnsrdsuilseddas duatuffisurimielninit nrdliifsuvinudiduluaudszniansznmg
FITITIAEY 1389 TEYAITIEN W.A.2556 R9TUN 11 LUMIUU W.A.2556 @szmalunrfianwuniud 10

a v o aa
NQW’IU% 2556) ‘l.v\'nunm;amemaaﬂm:nﬁumsﬂs:namﬁﬂ'\m

3.1 Finish product specification(""z’
Test item BP 2013 USP 35

1. YSunmanendamy 95.0-105.0% L.A of Hydralazine HCL | 90.0-110.0% L.A of Hydralazine HCL
2. ldentification AT ATIHIN

3. Dissolution test azanelaiitannin 70% of the LA. of | azang'laiviaunin 75%(Q) of the L.A.

Hydralazine HCI 1w 45 w1l of Hydralazine HCI 1w 45 wii

4. Uniformity of Dosage units | ©3338:% ATIAHY

5. Limit of Hydrazine NMT 0.05% -

(34%8) d nNITUMT (89%a) \D\ nNIINATT

(wwirdh yaI9m) WWRNRTS Mawiant)
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3.2 Drug substance specification : Hydralazine HCI 2

Test item BP 2013 USP 35

1. Y mdaendnagy 98.5 - 101.0% of Hydralazine HCI 98.0 - 102.0% of Hydralazine HCI
(Calculated on the dried substance) (Calculated on the dried basis)

2. identification ATIN AW

3. Apearance of solution FTIANIU -

4. pH 35-42 35-42

5. Limit of Hydrazine NMT 10 ppm NMT 0.001%

6. Related substances Any impurity : for each impurity, Total impurities : NMT 1.0%
NMT 0.2%

7. Heavy metals NMT 20 ppm NMT 0.002%

8. Loss on drying NMT 0.5% NMT 0.5%

9. Sulfated ash NMT 0.1% -

10. Residue on ignition - NMT 0.1%

11. Water - insoluble substances - NMT 0.5%

aa P o o j a P 1 1 el o a A\l e e o
VIN’IEIIMQ - NIVIIAVITEL SULIINTII U (walve) MIATIIRDLAATIEHATINTLR ﬂwuamtanmwangwumnmm ﬂ‘iual'!;&l@‘lﬂ’ltl
a a ¥ a a I4
- Drug substance specification wmsmmn‘lmmﬂ:ﬁmmgwam drug substance vialuinTza drug substance Y84
- . " o 4 4 a o o do
Awdaenduiogl avulaatunis Ssfinenadinnedauyniadafidmue

Gauledu g
1. é’mmmwmmanmsms‘l@ﬁ"%’uagtymi‘fumLﬁﬂue'iﬁumLﬁzaa‘immﬂluﬂs:mﬂ'lm hazEILAS (declare)
LABIHA® ‘
1.1 lugdymstunziioudium me.2 ne.3 ne.4 ududnsd)
1.1.1 luns@ndunfinaaludszinalng waneds no.2
1.1.2 ‘luﬂszﬁﬁLﬁumﬁm'f'nﬁanwuﬂmsq ninpds ne.3
1.1.3 luns@fdusniidhannensszina wanefis no4
12 ludmatunafowen no.1/p.1 sasenilaueTion w%"amwmuﬁmﬁ’wﬁ’anwsmuquqmmwmaawﬁmﬁ’mm‘
awfidunafion  (finished product specification) WwazTarMUARMNINTAITAQAY (drug  substance
specification) nitﬁﬁaQ;S:Wh-amsl,ﬂSyuuﬂamrﬂmﬁmau QLR DIURULENFITEUUIMWENBNTTALA 1 (21.5)
U wau finished product specification waz/n3a Drug substance specification laswaunlunewiudszme
dsemanendidnnsafing waslsiiu 2 9 o Tudsemedszmenadidnnsafing
2. 1l9NAIITUIDINIAITIHNIHAALN
2.1 nsdfigmaaluszmalng ;jwamﬁaoﬁﬁmmmwrhwﬂhﬁa%’mmmmgmmwﬁmmmwﬁ“nmwﬁ
waz3BmIfialuNINEasn GMP-PIC/S wiaifinuwin LBINTENTNAFITUEY Tunuaafanane OAETERL G
ausaumsaasavlasdnamIsusasdsiulmadzmenaaldnnsefing
22 pydidngningrenarsyszina FrRadesfiduwnmwinomisieiusesunasgumIniauiany
wanINTLaz3EnI7e N SHEAN GMP-PIC/S (Pharmaceutical Inspection Co-operation Science) la

W9 PIC/S participating authorities 2UUS§® ausaumIasasevlasdnanisiusasdeiudsema
dszmanandidinnsading
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3. mnmmmmmmommauaﬁm (Fnwimwnane)
341 Nan'ﬁm’m’smﬂ”%ﬂmmwwamnmmmaawwam (Certification of analysis) 1umiuﬂml,ﬁumama
3.2 NamsemanLﬂﬁ*mmmwa@m@waammmﬂm (Drug substance) ﬂ'l'ﬁ'l,umswammsuwmn,ﬂu
mamemmaawwa@mLtavwwammn@u
3.3 lunsaidunsdouenanannnin 2 9 edafi I nwinenansAn® Long term stability MuRiu
wadulunsdousnuueas sLazvlmumﬁmmmusaawnmsmngummwaausw‘n
3.4 luns@dunafouenantasnit 2 9 a:ﬁaaﬁﬁ'\mewﬁ’\ﬂwamsﬁnmmwmﬁwaammuﬁﬁu
windnlunzidousunuaas LLGﬂﬁ%JﬂWSM%WNﬁJSENLaﬂﬁﬁiﬁ]’lﬂ%ﬁﬁ’l%’m'}]adu%ﬁ'ﬂ
4. @198198N
4.1 FiguaINM faagefaatsenasntay 3 %ﬂamussgﬁmﬁ Fudumunuuaasnoasifoalaaudin
muﬁ'ﬁmuﬂluﬁ'ﬁaqmauu“@ﬁ;ﬂﬂﬁwﬁu
5. msﬂs:ﬁ'%ﬂmmwmﬁaiwau (LaaILDNEIINIIVLIZNW)
5.1 mwmuaumawmﬂm”lﬁ‘lwuamrm 1 9 duaniusanay
5.2 m‘nmmﬂmuau awmmma’ummwmﬂusmaowamsm’aanmﬁmmmﬂmuau
53 nyfifwieTznm lmsaumamammauamwaamnmLﬂswmﬂmmw WL TIBNTAYINRIIRE
$osadrating langan m:maammmuanmummuﬂv\mmwmsaomammﬁmua,tﬁmpuNm;au
d'ﬂ.%ﬁhU‘ﬁLﬁm’ﬂ”aa'l,umsm‘aﬁms'\xﬁqmmw ns:ﬁﬁwui’nmvlajLﬂu"l,ﬂmuqmﬁ'nwm:mww: BUILTITNTVE
FIIUAND LU RN TN MU TIANUNAINEIVDY ;}J’m’mLLaxm'%a;j"Nﬁ@fLuﬂsﬁgwia"Lﬂ
5.4 ;‘i,’mm:éfaﬁULﬂﬁlﬂumLﬁam'l,nﬁmmmq wiadafiamafeusnwaulsensla g naukrualeslaid
Faula
6. flamaman (§21e) Bnsanlianidandygnenwasuivue Fodh
6.1 nsffmamszﬁummSmﬁzﬁmﬁmnnw%wmmam‘mmwmﬂ&iLﬁuvlﬂmummgmﬁ’aﬁmum
6.2 NIBNAAA UM m‘zjﬁﬂﬁgnf"wnlﬁuﬁmwnﬁ AP AL EINNUAENTINMINWITUAZEN THT N T8Y
fygnesdeasany
6.3 nsﬁwuﬂvtqummwmnNﬁmﬁmﬂﬁ'awd\ma@iaﬁszﬁﬂﬁwaua:mwﬂaa@ﬁudapjﬂwmcﬁum
7. m‘nUs'mmsmamauﬁwﬂ&i%’uﬁmimﬁNamﬁ’m‘ﬁmﬁﬁﬂizi’agnL?ﬂntﬁuﬁuimUﬁwﬁfﬂmuﬂmznsmms
awrsuazenluszozioan 1 Jreuiudszmedsznianandiinnsading

NAELAG - 61989970
1 = British Pharmacopoeia 2013
2 = The United States Pharmacopoeia 35
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i’l&lmiﬁ 2 lloprost 20 mcg/mL injection, 1 mL

aalsemadoninguanesi -0 5.9 7559

1. Boen lloprost 20 mcg/mL injection, 1 mL

2. amaiana iy

2.1 3Uuuy WussaranpUsanids dwiude

2.2 swmtizney Usznaudlu@aen lloprost trometamol ‘ﬁlaugaﬁ'u lloprost 20 meg/mL U3u1as 1 mL

2.3 MIULVTN msﬁﬂummuzussgﬁﬂmﬂﬁﬁmnL%Ya

24 aan - iziﬁfam UL IENAUMBNEATILITANNULTY IUNE ’S'uﬁuumq \wuTinEe tnanzdon
@suen LLa:'i%miLﬁU{nmU'\'L':”azho%'@muuumsagﬁ'mfﬁ

- UWMTUSLITTIEN amaﬁaaﬁaoszq%am WiaTamImsin FINUTNaULEETIAANNLTY

29981 1UAKER ’S'uﬁvumq‘l’iuﬁ'mau

3. amdytaANmaRa

3.1 Finish product specification™®
1. YSnuarsdeny 90.0 - 110.0 % L.A. of lloprost
2. Identification test mi’Jﬁ]N’mmuﬁi:q‘Lu Finished product specification
3. pH mwmumuﬁszqh Finished product specification
4. Sterility test m’aﬁ}mum&l‘ﬁsquu Finished product specification
5. Bacterial endotoxins mwmumuﬁizq‘lu Finished product specification
6. Particulate matter m’:%&i’mmuﬁs:qlu Finished product specification

-9u1@ > 10 pm 'LitAn 6,000/container

-w@ 2 25 pm WiAu 600/container

7. Volume in container m’mmum&lﬁi:qlu Finished product specification
8. Related substances / Impurity m’mm”mmuﬁiqun Finished product specification
Rawludn 9

o 1 L ‘! = o Q- 4 [ 1 o ) =
1. mtmmwmmanmsms'lmum}cywmumw pudrsugnwesminelulssinelng wazdues (deciare) unasnae
o a J =) o Qv 8/ 1 P
1.1 luddgmsiunadondsue mu.2 ne.3 ne.4 ududnsd)
1.1.1 luns@nduenindaludssinalng naneds ne.2
112 lunsﬂﬁLﬂuﬂﬁﬁﬁL‘ﬂ"’nﬁammmussq wuwde ne.3
1.1.3 luns@ndusninghanawlsang wanefle ne.4

(39%8) W dsemunenssuns
N\rJ\ wellozsad Tnuaeaas) \
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12 ludmatunadouen ne. /.1 vesnfieuenm wiaamoazd et aMIAILAAG DAWLBIHRAN DU
muﬁ'?{uﬂuﬁﬁu (finished product specification) LLa:ﬁaﬁW%uﬂqmn’\wmaa{@lqau (drug substance
specification) nsfﬁﬁag}sm’i’mmsmﬁﬂuuﬂauuﬂmﬁmau QrdasunuLangTENIIMNENoMsTeaui Y (2.5)
W38y finished product specification uaz/W3e Drug substance specification lazvaurtluriawiulszme
dszmeasansidnnsaiing wazldifin 2 9 m Sudszmedsemenmaidnnsafing
2. lINAIITUIDINIATTIRNIHARN

2.1 nsdfenuaalulszmalng Q’Nﬁmﬁaaﬁﬁ'ummwrhUv\ﬁaﬁa%'usaammg’mmswﬁmmmum’fmnm‘rﬁm:
SFMITaluNIHAALN GMP-PIC/S Wialfipuiyin 289nseNT MBS HEY Tunaaaeiiauay SMFERE CUREY
saumIaaseulasinan1ssusasdeiudsznmadsznmenadidnnsaiing

22 nsd@fitbueningreinaoszna fudadasdiduunmniomisieiisasnasgrumsniamany
AN UYLaZ RN TRIUNNTHAA N GMP-PIC/S (Pharmaceutical Inspection Co-operation Science) Lo
W8 PIC/S participating authorities aUgnga awsaumasaseulasinanmyivrasiisiudszme
drzmenendiannsefing
3. Lanmsqmmwwaomﬁtauasﬂm (nnwinnana)

3.1 NAMIATIIATIZRWNNNEANUYIVBIHER (Certification of analysis) 'lums;uﬁauﬂué’aasm

3.2 HaMIATII AT RAG N IWIRDALYBIRIENEATY (Drug substance) ﬁ‘lﬂumswﬁmm;’uﬁd&ﬂu

éﬁamwﬁmaoﬁwﬁmmtm:@ﬁm"mqﬁu

3.3 lunsdidunzdougnanunnnii 2 9 sxdasiidrmnnminenamsfing Long term stability anaiiéiu
wndulunadousanusas wazldsumIssmnuiusesenasnElsnuavasnem

3.4 lunsditunaioueumiasni 2 § exdasfiduwnnmdenamsinsanunidavasaufion
wusdulunsdonenunuans LLa:"LGT{umsmmu%'maaLanmiﬁrmtgﬂa"ﬁmﬁmaau?ﬁ'ﬂ
4. @298
4.1 dlauenan dessadiegaenataias 3 wioussaimd Fadusunuugasnessioaldnudan
muﬁﬁ’muﬂluﬁw”aqmauﬂaﬁﬂﬁﬁwﬁu
5. m‘sﬂs:ffuqmmwmﬁéauau (wanagtanaI TN Iznn)

5.1 mﬁdwaue‘faaﬁmqlﬁ@“[;jﬁaan'h 1 duaniugINay

5.2 mnmmﬁdmau %:@Taaaafs‘hmewrhU'LU%J?MNamsmaﬁmﬁ:ﬁmg’uﬁdmau

5.3 nszﬁﬁ%mmwmsﬁwmsziué’aazmmﬁdauaunﬁadmi’:ﬁl,ﬂﬁ:ﬁqmmw PUIBTITNTYNRIIFE
Sa9v8a0874 Iﬂmjﬂnm:ﬁaadomw‘u‘uSnmué’ﬂmuﬁ%mm'mmiﬁhm’aﬁmsw:ﬁua:Lﬂu;ﬁuﬁmau
fh'l'z?ahﬂﬁLﬁmﬁaﬂuﬂﬁmaﬁLﬂi’\:ﬁqmmw mtﬁﬁwuiﬁmvlmﬂuvlﬂmuqméfnmm:mww: WLV
FIINANT LT URTI TN T EUETIMESINENT89 ;j’mmm:/ﬁ‘%a;jwﬁﬂlumgwiavlﬂ

5.4 ;jmm:éfm%’un,ﬂﬁﬂuml,ﬁam‘lna”ﬁmmq wiadafiemafenanwiiotsznislag dewsmualasld
fidawly
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6. AIEARDTIAT (H11) fngaulisnidndggiewasunvne aoth

6.1 ns:ﬁwamszﬁmﬁﬁmsw:ﬁmﬁmnnw%ﬂmmam‘mmwwzﬂmﬂuvlﬂmummgmﬁaﬁ'muﬂ

6.2 niﬂwﬁmﬁmﬁmmﬁ@ﬁgmﬁunLﬁuﬁuﬁnnﬁamamhUﬁ']f{m'mﬂm:n‘smmsmmma:m Tug9an
Ygadyyadaszany

6.3 nszﬁwuﬂwmmqmmwmnwamﬁ'wﬁﬁmadawadaﬂs:?m%waua:mwﬂaamﬁwﬁaﬁﬂ’aﬂﬁ‘l@i’%'um
7. vxumswmwaanuﬁﬂ%ﬂ;ﬁuﬁmsmmﬁmﬁmsﬁmﬁﬁﬂszi‘ﬁgm‘%‘nmﬁuﬁuiﬂﬂé’]ﬁfmmﬂmzmmms

anmsuasen lustozina 1 9 dewindsemadsznmenaisianniefing

naNEwe  8989N

1 = General requirement YDINFTAITL &IV Finished products EﬂLL‘UU Injections (Parenteral preparations)
2 = The Intemational 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, 2006.
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i'mmiﬁ 3 lopamidol sterile solution 612.4 mg/mL (300 mg lodine), 100 mL

-10 &8 209

1.38s1 lopamidol sterile solution 612.4 mg/mL (300 mg lodine), 100 mL

@185 NATINIA qnaswmﬁ

2. amaaanahl
2.1 3oy Dumntazaednaannida dwiuda

22 gutlsznay w1 mL dsznausieaaen lopamidol 612.4 mg (300 mg lodine) LLav'Luammsuumm
111 suitable buffers Waz Edetate Calcium Disodium (L‘ﬂu Stabilizer) ﬂimml,anuamﬁu
gauysznay

2.3 NMTULUIN ussalumﬂLLmﬂiwﬂmnmam@ Type | LLavussanmemnuuaa

2.4 281N - svwam fulsznauMNEmALITANNLTI TUHER 'maumﬂ \wufinse wanzou

dnsuen uasiimsfivshmnenliateteiauunussaine
- UWNTULITIEN aﬂnoﬁanﬁmszq%am WIaBamINIf FIUUIENELUASTINAANALSY

PILN LRV fuﬁumq‘ﬁ"ﬁ'@wu

3. ﬂma&lﬂﬁﬂ’]\‘ll‘nﬂ%ﬂ

d

Nan'ﬁm’za’um%%ﬂmmmﬂﬂﬂmw Finished product specification Was Drug substance specmcatuon
adsTnundadnsuatuleaati deldaansdoudafminiua tenITUNTTaTMITUAZE NIENTWIEITHEY vt
indrdiuildiesidanduatiuffisuiriinielninit nsdldsumnudduwldenudszmanszniiimssugy
39 3519107 W.1.2556 A9TUT 11 Lumou W.A.2556 (poszmelumsfisrmunsnud 10 Squhou 2556) 1%
’fuﬁuqaﬂﬁﬁwammxnssumsﬂszmﬂﬁmm

3.1 Finish product Speciﬁcationm,m

Test ltem

USP 35

BP 2013

1. USumepdngy

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

95.0 - 105.0% of the L.A. of lopamido}

2. Identification

ATITH®

NIITNIB

3. Bacterial endotoxins

NMT 0.6 USP EU/mg of iodine

NMT 0.7 U per mL

4. pH 65-75 65-75
5. Particulate matter ATIIU ATIWU

- aYNATWIA = 10 um
Taiifin 6,000 aynA

- BWNATWIA 2 25 ym
liifin 600 aunn
6. Free aromatic amines NMT 0.05% NMT 500 ppm
7. Free iodine ATITNN ATIINU

CRET2) IR { ........ e / .............. T TIuamMENIINNT
v o ‘.

Wi YaynT)
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@EmWES migawian)

WS nsTi3EaiiB17/2559




3.1 Finish product specificationm‘(z’ (eia)

Test ltem USP 35 BP 2013
8. Limit of free iodide NMT 0.04 mg of iodide/mL NMT 40 ppm
9. Sterility ATITHU ATAWU
10. Volume in container ATIFHY ATV

11. Related substances

- - Impurity H or | : NMT 0.5%

- the area of any other secondary peak
: NMT 0.1%

- the sum of the areas of any secondary

peaks other than impurities H and |

: NMT 0.2%
3.2 Drug substance specification : lopamidol ne
Test item USP.35 BP 2013

1. USanmsaenddy 98.0 - 101.0% of lopamidol 98.5 - 101.0% of lopamidol
(Calculated on the dried basis) (Calculated on the dried substance)

2. Identification ATIVEU ATITH W

3. Appearance of solution - Clear and colourless

4. Acidity or alkalinity - ATIWU

5. Specific rotation -46° to -5.2° -4.6° to -5.2° (Dried substance)

6. Loss on drying NMT 0.5% NMT 0.5%

7. Residue on ignition NMT 0.1% -

8. Sulfated ash - NMT 0.1%

9. Bacterial endotoxins - Less than 1.4 1U/g

10. Free aromatic amines NMT 0.02% NMT 200 ppm

11. Free iodine ATV NMT 10 ppm

12. Limit of free lodide NMT 0.001% NMT 10 ppm

13. Free acid or alkali ATIIHU -

14. Heavy metals NMT 0.001% NMT 10 ppm

15. Related compounds By liquid chromatography By liquid chromatography
- Sum of impurities H and | : NMT 0.5% - Sum of impurities H and | : NMT 0.5%
- Impurities A, B, C, D, E, F, G, J, K - Impurities A, B,C, D, E, F, G, J, K
. for each impurity, NMT 0.1% : for each impurity, NMT 0.1%
- Any other individual impurity : for each - Any other impurity : for each Impurity,
Impurity, NMT 0.1% NMT 0.1%
-Total impurity other than iopamidol - Sum of impurities other than H and |
related compound C and 2-chloro- : NMT 0.2%
derivative : NMT 0.2%

4 ~
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@ A o o v 4 4 a a I3 v o dge
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Gawlodung
1. zhl,mmwmmaﬂmsn’us'lﬁ%‘uawm%umLﬁnuﬁﬁuU'mﬁm‘i'mmgﬂuﬂizmﬂvl,m uazduas (declare)
UREINAR
1.1 luddgmsfunafoudium mo.2 ne.3 ne.4 usauensd)
1.1.1 lunsdifdusnfndeludszmalng nanefs nw.2
1.1.2 luﬂitﬁﬁ.vﬂuﬂﬁﬁ'lLﬁﬁLﬁﬂﬂ’lﬁLLﬂGUii'ﬂ naneie ne.3
1.1.3 lunsdifiduesindnranansdssing nanefs ne.4
12 ludatunaiouen ne.1/p.1 vasniauaman wisuMoazdnanat amsmuquqmmwmaowﬁmﬁmeﬁ
anundunzifon (finished product specification) uszfpritnuaAgMNINYAIIARAY (drug  substance
specification) nsrﬁ'ﬁag;s:mwamstﬂﬁwuﬂaaLm“"L"nLﬁ'wﬁu Ar@aIUULLBNFTEINAWENEN ST L (8.5)
swiay finished product specification Laz/%38 Drug substance specification Tasvaur lufawiudsznie
dszmamanaiannsefing uaslaiiiu 2 9 o udsmedsmanandildnnsefing
2. 19NF@3TUIDINIATFINNVIHAAEN
21 natingmaalulszmalng Qwﬁmﬁaaﬁﬁmmmwmmﬁfoﬁa?maammgmmmﬁmmmwa"’nmwﬁ
BT INAIUMINEALT GMP-PIC/S W3alfipuiin 18InIenTIEBTITEY Tumaannfiauasis Avuage
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1. #asn  Carvedilol 12.5 mg Tablet
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3.1 Finish product specificationm

Test Item USP 35
1. WSy 90.0 - 110.0% of the L.A. of Carvedilol
2. Identification AT
3. Dissolution ugnsmIazanelaioandt 80%(Q) of the L.A. of Carvedilol 1w 30 w1l
4. Uniformity of dosage units ATIINIL
5. Related compounds - Any individual specified or unspecified impurity : NMT 0.2%
- Total impurities : NMT 1.0%

3.2 Drug substance specification : Carvedilol o

Test item 'USP 35
1. ﬂ?mmﬁ"sméﬂﬂ”mu 98.0 - 102.0% of Carvedilol (dried basis)
2. Identification fNIIIU
3. Heavy metais NMT 10 ppm.
4. Loss on drying NMT 0.5%
5. Residue on ignition NMT 0.1%
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3.2 Drug substance specification : Carvedilol o (m'a)

Test Item USP 35

6. Related substances - Carvedilol related compound A : NMT 0.1%

- Carvedilol related compound B : NMT 0.1%

- Carvedilol related compound C : NMT 0.02%

- Carvedilol related compound D : NMT 0.1%

- Carvedilol related compound E : NMT 0.1%

- Carvedilol bisalkylprocatechol derivative (if present) : NMT 0.15%
- Any other individual impurity : NMT 0.1%

- Total impurities : NMT 0.5%
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5181151 5 Isophane Insulin Human 100 IU/mL in 3 mL. for Penfill
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1. fown Isophane Insulin Human 100 IU/mL in 3 mL for Penfill

2. amansiana
2.1 3wy Wugrbhurwasnewdsaanids dmiude
2.2 gaudsznay  Usznauday Insulin human, Zinc Was Protamine sulfate lag 1 mL Usznaudiedae
Isophane Insulin Human 100 U
2.3 MTULLTTY ms'«g'lummu:ussagmaﬂﬂﬁﬁﬁ}{a’ﬁﬁﬂuﬁa Type 1 239 3 mL/Cartridge dwiuldiu
tnmd&niuaa (Penfill) Lm:msgﬁmﬁﬂaaﬁuum
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3. AnENTANWINAKA
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3.1 Finish product specification """
AMFNLANMIINAKA USP 35 BP 2013
1. USunmdandnagy 95.0 - 105.0% of the potency stated of | 90.0 - 110.0% L.A. of the amount of
on the label, expressed in USP Insulin | Insulin stated on the label
Units/mL |
2. |dentification test ATIINU ATIAHU
3. Bacterial endotoxins NMT 80 USP Endotoxin Units per 100 | NMT 80 1U/100 U of insulin

USP Insulin Human Units
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3.1 Finish product specification "

AMANLANIINARA USP 35 BP 2013
4. Sterility test ATV ATIU
5. pH ; 70-75 69-78
6. Zinc content 0.021 - 0.04 mg for each 100 USP NMT 40 mcg/100 U of Insulin

Insulin Human Units

7. Insulin in the supernatant | NMT 1.0 USP Insulin Human Unit per mL | NMT 2.5% of the total Insulin content

8. Limit of high motecular NMT 3.0 % NMT 3.0 %

weight proteins

3.2 Drug substance specification

- 1¥1U197N recombinant - human insulin AILRAINANIIATID residual host cell DNA WAz residual
(3)

host cell Protein
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i’l&lﬂ’liﬁ 6 Streptokinase 1.5 mU powder for injection

alsemassninguazsit =10 8.9 509

1.3081  Streptokinase 1.5 mU powder for injection

2. amaniiona iy
2.1 31wy Dunssniraannidesizn §wivde
22 gmdsenay  Usznavdiuale Streptokinase 1.5 mU
2.3 MTULUTT ussa‘tum'ﬂwussﬁ]mmﬂswm’mwa LLayuss%nmmﬂaanuum
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3. ﬂmauuﬁmomﬂﬁﬂ

NANITATINNATIE ‘ﬂﬂmn'l‘WLﬁuvlﬂm&J Finished product specification w8z Drug substance specnflcatlon ‘Y\
aBsrnunaadsuaTUEBIN® Feldransidoud afinITuA B NITINTETMITUAZEN NIENTWITITUED Vil
nsdnRlTiesiganduatiuiifouriwislnin nrdladdsuruddwluandzmaniznanmssuge
309 2B W.A.2556 89T 11 WENBU W..2556 (aaﬂszmﬂ‘l,mwﬁmmgu,unwﬁuﬁ 10 figwen 2556) W
ifuﬁuqaﬂﬁﬁwaaﬂmznsmn’\sﬂs:mmwmm

3.1 Finish product specification("

Test Item BP 2013
1. Estimated potency - 90% - 111% of the stated potency
- The fiducial limits of error are 80% - 125% of the stated potency

2. ldentification AU

3. Acidity or alkalinity 68-75

4. Bacterial endotoxins NMT 0.02 [U/100 U of Streptokinase activity

5. Sterility AT

6. Particulate matter ATITN

- 3@ > 10 pm 'BiLAn 6,000/container

- U@ > 25 pm Wi 600/container

7. Uniformity of content or mass AT

~
\\r\
................................................ nITuNg
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3.2 Drug substance specification : Streptokinase concentrated solution™

quaNiaNIINARA BP 2013

1. Estimated potency - 90% - 111% of the stated potency
- the confidence limits are 80% - 125% of the estimated potency

2. Specific activity NMT 510 1U per microgram of nitrogen

3. Identification ATIFU

4. pH 68-7.5

5. Streptodornase NMT 10 1U of Streptodornase activity/100,000 1U of Streptokinase
activity

6. Streptolysin #3539 1WA Finished product specification

7. Related substances By liquid chromatography

- Total impurities : NMT 5%

8. Bacterial endotoxins Less than 0.02 IU / 100 IU of Streptokinase activity
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598n15N 7  Linagliptin 5 mg Tablet

alszmadsoninauaszsiih 10 20 298

1.Z881  Linagliptin 5 mg Tablet

2. amantianaly

2.1 3uuuy Wueilda dénsusudaenu

22 gwmsznay  Usznaudas@len Linagliptin 5 mg

2.3 MIULUIN ussqluumagﬁl,ﬁﬁuwauﬁ %38 blister pack
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3. amaNUANIINARKA

3.1 Finish product specification""(z’

1. dSnmenendagy 90.0 - 110.0 % L.A. of Linagliptin
2. ldentification 61‘5’3%&4"1%61’1&1'7\'5:141% Finished product specification
3. Dissolution m’ﬁni'mmuﬁ‘s:q‘lu Finished product specification
4. Uniformity of dosage units Gl*a":iwhumwﬁsquu Finished product specification
5. Water content/Loss on drying m’aﬁlmumuﬁ'i:q‘lu Finished product specification
6. Impurity / Related substance ﬂsaﬂmumuﬁizq‘[u Finished product specification
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5181150 8 Metformin HCI 850 mg tablet

-10 8.8 2559

m’mﬂizn'lﬁii'ow'i’ﬁqnasﬁﬁﬁ'\ﬁ

1.%881  Metformin HCI 850 mg tablet

2. amandanaly
2.1 Juluuy ugniddainfay (Coated tablet) #wTusULszmMu
2.2 dwdizney  Usznau@lsenen Metformin HCI 850 mg
23 MrurUIny U lukuksagiiiiuunend wie Blister pack Dasiin
2.4 287N - szq%‘am FAIUUTTNALMLNEATYURZAIINLTI TUNE® fuﬁvumq \WAnie wanzdou
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3. amaNIAN1IMALe

wamsm’;ﬁmswm‘qmmwLﬂu'l.ﬂmu Finished product specification L8z Drug substance specification f
L2 a a o A L™ @ A 8 « 11 o [
Sednnindrdsuatuidniniu svldaanzadoudadinuanznITun1TaImITLasen NIENTNEITITUEY
& X @ o w A v a w v A A A Vo a0 oA ' '
M Fud1sUNlEE8edaaduatiuniAsurinialninit nsdlasuwinuaiduldanudsznansznse
EIDVTAEY 1389 TYAITIUN WA.2556 R9TUN 11 LUNIEU W.91.2556 (&sz:nwalusvﬁﬁwmmnwﬁuﬁ 10
PN wd aa
Tgwin 2556) IWiunugasdiiazesnmenssumatsmenann

3.1 Finish product specification'®

Test Item USP 35 BP 2013

1. ﬂ?mmﬁ'sma‘?']ﬂ?y 95.0 - 105.0% of the L.A. of Metformin HCI | 95.0 - 105.0% of the L.A. of Metformin HCI

2. Identification

AU

AT

3. Dissolution

Test 1 : ugasmsazaelaistasnin 70%(Q)

of the L.A. of Metformin HCl lwtaan 45 i
#3e

Test 2 : ugadnIazanelidaenin 75%(Q)

of the L.A. of Metformin HCI lssiaan 30 wift
ED)

Test 3 : ugaInsazanelieenin 70%(Q)

of the L.A. of Metformin HCI Twiaan 60 wi

ugesmIseaelsitaandn 70% of the L.A of
Metformin HC! luidan 45 wifi

4. Uniformity of dosage units AT ATIIANN
5. 1-Cyanoguanidine - NMT 0.02%
6. Related compounds - Any impuritiy : NMT 0.1% -
- Total impurities : NMT 0.6%
G E 2 ) RO v it %/ .................. YeemuamenITuNT
wallezsasl Tnuasaas)
(GRET) NN SR nITUMY GRYL) W T NITUMS

(w93t

UATINT)
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3.2 Drug substance specification :

Metformin HC! Mz

Test Item

USP 35

BP 2013

1. Bunmdasdagy

98.5% - 101.0% of Metformin HCI

(Calculated on the dried basis)

98.5% - 101.0% of Metformin HCi

(Calculated on the dried substance)

. Related compounds

By Liquid chromatography

- Any other impurity: NMT 0.1%
- Total impurities : NMT 0.5%

2. Identification ATIIN ATIIHY

3. Appearance of solution - Clear and colourless
4. Loss on drying NMT 0.5% NMT 0.5%

5. Residue on ignition NMT 0.1% -
6. Heavy metals NMT 0.001% NMT 10 ppm

7

By Liquid chromatography

- Impuritiy A (Cyanoguanidine) :
NMT 0.02%
- Any other impurity : NMT 0.1%

8. Sulfated ash

NMT 0.1%

o o . a ] a w o, o e o
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3. Lanmsqmmwmaamﬁmuaﬁm (@uwinnane)
3.1 wan1IeRe g IINHAai IR (Certification of analysis) 'l,ums;uﬁdmﬁuﬁ"satho
32 Namsmm%mﬁzﬁqmmwf@\qawaaﬁ"ameﬁﬁ’ry (Drug substance) ﬁlﬁummﬁmmi;uﬁduﬁu
é"zazhwﬁmaoﬁwﬁmnma:@wﬁﬂﬁlqﬁu
3.3 lunsditunsafousuinnnii 2 9 ssdasiidumnnminenanisdnmn Long term stability @i
wadnlunsfouganuges LLa:VL@T%”umsmmu%’maaLanmimmiﬁéwmwaou‘%ﬁ'ﬂ
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5. miﬂizﬁ'uqmmwmﬁziwau (wdadtana1sn13suLlsznn)
5.1 mﬁdmauﬁaaﬁmq‘lﬂﬁa&ﬁam’h 1 9 fiuaniusdevay
5.2 mnmmﬁdwau a:ﬁaod@ﬁ%mmwmtﬂuﬁ"‘usaqwamsmﬂﬁmsn:ﬁméuﬁa'wau
5.3 nsﬂﬁ%ﬂ’mswmiﬁwmséuﬁmzmmﬁdwamﬁadmﬂﬁmﬁ:ﬁqmmw AwETIIMIRTNRIITE
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5.4 Q’mm:ﬁm%’mﬂﬁwmu’i‘am’tn&mmmq wiaflaifiensfeusmnaasyszmisla g newhwualaglid
Gauly
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6.1 ns:‘fmamsq‘u@maﬁL@mzﬁmﬁmnniu"mmma@s‘nm,i,wvlzﬂmﬂuvlﬂmummgwm]’aﬁwu@
6.2 NIANAAATUN m’ﬁﬁ@ﬁgﬂﬁ'nmﬁuﬁmwnﬁ asamalapdninnuatnIIIMINTIazeN TU9MYed
fyqazdaszng
6.3 nstﬁwuﬂ%qummwmnwﬁmﬁmsﬁﬁ'madwa@iaﬂszﬁﬂ%waua:mmﬂaa@ﬁuﬁa;}ﬂmmﬁfum
7. v\mmwmwam’mﬁﬂﬂﬁuﬁmsmwﬁmﬁmﬁmﬁﬁﬂszi’ﬁgnlfmnLﬁuﬁmﬂﬂﬂﬁwﬁfnmuﬂmznssums
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1 = The United States Pharmacopoeia 35

2 = British Pharmacopoeia 2013
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Q. Qv -4 Qs
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1. %'am Milrinone lactate 1 mg/mL, 10 mL

2. agsangianialyl

2.1 3uuuy Wumsasmodnannits dwivda

2.2 sudsznay Usznaueae@aen Mirinone lactate ﬁaugan”u Milrinone 1 mg/mL Tuyd3unas 10 mL

2.3 MUV msag'l,um’nuzussfgmﬁmﬂﬂﬂmm%a

2.4 aan - s:q%am fiudiznaudrendmnuazanuusd Tunia 'S‘ufiyung Wfinde wanzndou
@suen Lmz‘iﬁn'lil,ﬁm”nmm"li”aziwﬁ’mwuumsqﬁ'wﬁ

- UWMTULLITIEN adnoﬁaﬂﬁaoszq%am wiafanmemse §amUsEnaLLaIWIRA IS

2898 LaVANG® i’uﬁvumqvlrf"ﬁ'@wu

3. AMANITANIIINA KA

3.1 Finish product specification™®

1. YTnmdrndary 90.0 - 110.0 % L.A. of Milrinone lactate

2. ldentification test ﬂﬁ’aﬁ)&humuﬁ‘i:‘lﬂu Finished product specification
3. pH mmmuwmﬁszy‘lu Finished product specification
4. Sterility test ﬂi’mmum’l&lﬁsxq‘lu Finished product specification
5. Pyrogens or Bacterial endotoxins ﬂswmuﬂmﬁszq‘lu Finished product specification
6. Particulate matter ﬂi’li)ﬂi’m@’]&lﬁi:iﬂ% Finished product specification

- W@ > 10 pm 144Au 6,000/container

-9wa = 25 pm leilfiv 600/container

7. Volume in container Gli’sﬁlmuﬁ‘l&lﬁnﬂu Finished product specification

8. Impurity / Related substance mﬂamumuﬁszy'lu Finished product specification

3.2 Drug substance specification : Milrinone®

Test Item USP 35
1. USnmaandnty 98.5 - 101.5% of Milrinone (Calculated on the anhydrous basis)
2. |dentification ATIINIU
3. Water NMT 2.0%
4. Residue on ignition NMT 0.2%
5. Heavy metals NMT 0.002%
6. Chromatographic purity - Any individual impurity : NMT 0.3%

- Total impurities : NMT 1.0%
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Baulydu 9
1. mmmwmmanmsms"lmnaummummuumsuml,wamumu‘l,uﬂsvmﬂ'lmﬂ UAZEAN (deciare) WAEINES
1.1 lugdymstiunzsSoudn s (N8.2 8.3 No.4 uAWANTEL)
1.1.1 luns@fduendingelulszinelng naneds ne 2
1.1.2 lunszﬁﬁl,ﬁua'lﬁww"lLﬁammﬁomsq nauneie ne.3
1.1.3 luns@fdugntighannanaszme wansis noa
1.2 'I,ummamuwvmzmm N.1/8.1 BRINTilEUaTIN WiDNTIHAE BARITNTINILANA W IWUBINE Ar U
mu‘n'ﬂu‘ﬂ Wow (finished product specification) LLa”ﬂam%uﬂﬂmn’mmam@mﬂu (drug substance
specification) nsmﬂammmanmﬂaﬂuuﬂamﬁ"lmwumu whssuuUIanaTELWIMWEIISTRULR 1Y (2.5)
VIWTBY finished product specification Waz/"3a Drug substance specification I@Umaurﬂmnamuﬂszmﬂ
dszmanadidnnsafing uazlaiiu 2 9 o udszmadssmanasidnnseding
2. LN ITUIDINIATFINAIHAREN
2.1 nsdiierdalulsznalng HraadasllEunmwineniiFosusasnasyumtaeneamaninosiuas
FEmsfialumIndaun GMP-PICIS wialfiouirin VBINTZNTWIITIIUFY Tumanamnfiauee atuigaay
saunsanaseulasiinanissusasteiulsemelssmenaaidnnsafing
22 ns@fidwemingrandadszna Huiadaslidunnwdrenibifesusasanaspiwmniasiany
wanIN LAz TN ITa WM TNEALN GMP-PIC/S (Pharmaceutical Inspection Co-operation Science) lag
W89 PIC/S participating  authorities aluaga awseunisasasaulasinaniriusesfieiutsznme
Uszmanandlannsaing
3. Lanmsqmmwmmmﬁtauaswm (Fnwrnnane)
3.1 hamsanRde T wkiaiefuasuia (Certification of analysis) 1ums’u~7’iduﬂm’n‘mzﬁa
3.2 NaNMIA3R AR M IWIADALVaITIENERRY (Drug substance) ﬁl’z‘i’lumswammsuwamﬂumama
mmaownammuamwammmu
33 lunsmmummﬂummmﬂn’h 2 1 azdasfifmuwnnwdiunansding Long term stability anafiin
wadulunafouemugns LLm'LﬂSUﬂWiaou']ususaaLanmia’mwummwaaumﬂ
3.4 lunsdidunsdonsnunsianni 2 9 ﬁ]mawml,mmwmwamsanmmwmmmadmmuﬁ'ﬁu
Wsdnlunzdousuuaes LLa:‘lﬂsumsmmmmadLanmsmnguéwmwam%ﬁ’w
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4.1 JiEnaa dasdacletiIenadnian 3 winuIsit Fududunuusainoazifoaldasudau
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5.2 mﬂmmwmuau wcﬂmaaa’n,mmwmu'lmusaowammﬂfnmﬁmmmﬂmwau

5.3 nsmmmmwmsmmsawmazmmmwamwammammsvmmmw AUILTITNTILYIINIIRE
Tasvednte lasdupesd IFIBNAUE NI WIUTAMIN BTIBNTHIATITT AT K uas WudSudevau
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6. dlanasian () ﬂuﬂau‘lwﬂmanatytywnaumumwuﬁ aoih
6.1 nszﬁwamsq&umaﬁl,ﬂsw:ﬁmf{mnnsw%ﬂmmam‘mmwnU"’L;J'Lﬂuvl,ﬂmummgmﬁ’aﬁmuﬂ
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7. %mmwmsmaamuam‘[muwmsmwamnmmmwuﬂnmnnLsﬂntnuﬂuiﬂﬂmunmuﬂmwnisums

E)W%’]iLLR»?J’]I%i»ﬂwL’J a1 ﬁnamuﬂsm’mﬂs:ﬂ’mswm alannsafing

waeme  6198997n
1 = General requirement TaILNFIFTL §1%SU Finished products giJLL‘]JU Injections (Parenteral preparations)
2 = The Intemational Conference on Harmonisation of Technical Requirements for Registration of Phamaceuticals
for Human use (ICH quideline), Impurities in New Drug Products Q3B (2R) ; Current step4 version, 2006.
3 = The United States Pharmacopeia 35
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1. iw Valsartan 160 mg Tablet
2. amsaaiana
2.1 gtluyy Wugudandaufsy (Film coated tablet) gnwsususlsemu
22 §uleznay  Usznaudaueae Valsartan 160 mg
2.3 MTULUIN u‘ssﬂuumagﬁﬁuuﬂaa& W3 blister pack Jagfin Yasrunnutu
2.4 23N - szq%am fulsznaumEfIAgLaTANULTI TUKEa i’uﬁvumq WIAKES tnanziion
v waziimaAusnwien 'li“asiwﬁ'mwuumsqﬁwﬁ
- UL azmtfayﬁaasxq%amu‘%‘a%amamsﬁw FmUTznauuazIMIAANNLSIVEIEN

d. = Q- A‘I 9/ A
LRUNKRIS IUFUDN quvl'ﬂjﬂ LU

3. AndNiaN1ImARA

3.1 Finish product specification"®

1. Vanmdendnagy 90.0 - 110% L.A. of Valsartan

2. |dentification test mﬂamuﬂ’mﬁi:ﬁlu Finished product specification
3. Uniformity of dosage units m’;ﬁ)ﬁi’mm&lﬁsquu Finished product specification
4. Dissolution test m’aamumuﬁizq‘lu Finished product specification
5. Impurity / Related substance mwvi’m@l’mﬁszlﬂu Finished product specification

3.2 Drug substance specification : Valsartan™*

AmmuiAnvnaka : usP3s BP 2013
1. YSanmerendegy 98.0 - 102.0% L.A. of Valsartan 99.0 - 101.0% L.A. of Valsartan
) (Calculated on the anhydrous basis) (anhydrous substance)
2. Identification AN ATIHY
3. Absorbance NMT 0.02 -
4. Water NMT 2.0% NMT 2.0% .
5. Residue on ignition NMT 0.1% -
6. Heavy metals NMT 0.001% NMT 20 ppm
7. Enantiomeric purity - Impurity A : NMT 1.0%
8. Related compounds -Valsartan related compound A : NMT 1.0% - Impurity C : NMT 0.2%
-Valsartan related compound B : NMT 0.2% - Unspecified impurities : for each impurity,
-Valsartan related compound C : NMT 0.1% NMT 0.10%
-Any other individual impurity excluding - Total : NMT 0.3%
Valsartan related compound A : NMT 0.1%
-Total impurities excluding Valsartan related
compound A: NMT 0.3%
9. Sulfated ash - NMT 0.1%
M ................... Ui suaAmeNITNMS
@ wideziasl Tnuamaas)
(aa%a) ............................................ nITINIT (EN%EI) .................... \: ...................... NIIUNIT
(wisndh YaTio) (WNENINTS Mgt
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) "
WY - nadiensdewdiniu waive) msmaseuSinredinomsla 'l'vlwuamtanmmanmumnmqw'lﬂmaummu
- Drug substance specification wa'nm'mnlml.ﬂﬂmmaawwaﬂ drug substance #3alu3iATz¥ drug substance w84
griaediiag ativleariumits 4 FolimimnvTiemsinsuymiadediiinue

Rowlydu q
1. a'n,mn'lwdml,anmsn'\s‘léfiﬁ"uagtymifumtﬂuus’hﬁ'uU"nﬁlaaﬁ'mmﬂ'luﬂszma'lm uacFIuad (declare)
UNAINA®
1.1 luddymstunzdeudiven (N8.2 n8.3 N4 uduansol)
1.1.1 lunsdiiduenfindaludsanelng wangds ne2
1.1.2 'lunstﬁﬁl,ﬂumﬁ'nﬂ”ﬂLﬁ‘ammﬁaussa} nueie ne.3
1.1.3 lunsdifdueniighandredszsng naneds no4
12 ludmafunadouen ne o1 vasniieuenan w%”aammauﬁmﬁ'ﬁanﬁsmuwﬂmwwmaawﬁmﬁmwf
muﬁ‘i{uﬂztﬁﬂu (finished product specification) LLaymam%u@ﬂmmwmaamnmu (drug substance
specification) nmmammmamnﬂauuuﬂmLm"lmwumu daLuNAIFLWINIWGINTTaLt LY (8.5)
N W3au finished product specification Waz/%3a Drug substance specification lavvaurlon awlutlsznme
dezmenadidnnsafing uazlaiiAn 2 I o Sudszmeadsemanansi§nnsafing
2. 1aNEIIUIBINIAIFIMNINAAYN
2.1 padifienadaludsanalng Hnaadasldinnwinentifesusesnaspunskiasmunsninoet
uaz3FmIfialun1suinet GMP-PIC/S wiaiiuuwi VBINTENT NI Tunieefiause aUuige
mmaumsmmaauhmmamﬁmaam’auﬂ?mﬂﬂsm’mswmatan‘niauna
2.2 nsdfiuerindrendrssane guiadesdidumnnwinonitifesuseanasgumsniaea
waninouiuaz IS msialunInaasn GMP-PIC/S (Pharmaceutical Inspection Co-operation Science) lag)
U89 PIC/S participating authorities Qu”udﬁqﬂ auTauN1IaTIIsaLlauiNaNTIUTast eIl sE e
dszmenadiannsaiing
3. mnmsqmmmnaamﬁtaua‘nm (Fwinnane)
3.1 wamsmaﬁmﬂzvfﬂmmwNﬁ@lﬁ'wﬁmaoﬁwﬁm (Certification of analysis) 'lums'uﬁdol.ﬂuﬁ'aazm
32 Namsmammsvvxﬂmmwam@waommmﬂm (Drug substance) mﬁ'lumwammmm\uﬂu
mamam'uawwaﬂmua*wuammn@u
3.3 'lunsmmummwmmmnmw 2 1 szdasfidmuuwinwdunansdinw Long term stability anafidin
wudulunzdoueuuaes u,aJLmumsmmmusaqLanmsa’mwummwammﬂ
3.4 lunsd@funsfoueaiasnii 2 9 axfasliFImnMwENBNaNIANIIAMNAIRITEI R EW
Wandalunsdouenuuges LLa:'LﬂsumsmmmusmLanmsmnauénmwaou%a:m
4. haa8een
4.1 fiFue TN dessdagnIsnatnates 3 wiguTII T Saduduniusasnessfoaldnrudan
muﬂmﬁmlw’maﬂmauumm'l,ﬂmmu
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5. msﬂizﬁ’uqmmwmﬁaiauan (waadtanaIsnN13suLlszin)
5.1 mﬁéouauﬁaaﬁmqlﬁﬂ“l&iﬁaﬂn'h 1 1 SN InEINay
52 mnmmﬁdwau a:@'fmdaéhmewmU'Lu{usawammﬂﬁmﬁzﬁméuﬁdwatu
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5.4 ;‘meuazﬁaaif'ULﬂﬁﬂuquﬁam'l,na"wmmq wiadaifiemaFananwianysznisle g nawinualaylsid
ouly
6. tonansianludu g
6.1 winefivaualalgerduuuy (original drugs) Fasiiniisfeusasnismagoy Bioequivalence MLaua
wWisuifsuiumduuuy lasiEnsdnmdasduldeamdninmsiuszuwin judlunsfinmdrsuysves
BRI OIAIUNIIUA AN TTUNTOTNITURLEN nszmwmmsmqm‘s) Tunsditunadoudsuenmuuuuen
siina (laismnzifousn NG) W0 UM ILLLLENENIMIANINTIRNYATEIEN
7. fananan (funs) Busanlienidndgannowasuimua aoil
7.1 nsrﬁwams@jum’sﬁmﬁ:ﬁmﬁmnnsu%wmmam%’mmwwaﬂahﬂuvlﬂwmmmﬁ'mﬁaﬁmum
72 nirﬁwﬁmﬁm‘ﬁuwﬁ@ﬁgnt§ﬂnLﬁuﬁumanamm@TﬂUﬁﬂf{nmuﬂmnssumsmmma:m Tugranamves
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7.3 nytinulymgmnmannuianuyinenasinadelszaninauazanalasadaderioflasum
8. mi,'mswmsmaaa’mﬁﬂﬂ&ﬁuﬁmsmNﬁ@)ﬁm‘ﬂmﬁﬁﬁs:fﬁgm’%unLﬁuﬁuiﬂ HEIINIUAUENTINANT

IMIazeN uszEzIan 1 driawindszmedsemesiandidnnseiing

EREIN T 8798490

1 = General requirement YINFIA1SUERITU Finished product E‘LILLU'U{J’I Tablets,Capsules

2 = The International Conference on Harmonisation of Technical Requirements for Registration
of Pharmaceuticais for Human use (ICH quideline), Impurities in New Drug Products Q3B
(2R) ; Current step4 version, 2006.

3 = The United States Pharmacopeia 35

4 = British Pharmacopoeia 2013

5 = ASEAN Guidelines for the Conduct of Bioavailability and Bioequivalence Studies Lta:@;ﬁa
mafnTlszEninauazBrauyavemiaiuiin nasmauguen MINNUANMENITINMS

IWITUREEN nsxmnammsmq‘w

ettt seaneapee T st s e sestaa s LHUAENTTUNS
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5781150 11 Rosuvastatin 10 mg Tablet
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1. §oen Rosuvastatin 10 mg Tablet

2. pmsasianalyl
2.1 3upy usudawnBauRsy (Film coated tablet) & wM3USLAlsEU :
22 smdsznay  Usenauale@len Rosuvastatin calcium ﬁ'awyaﬁu Rosuvastatin 10 mg
2.3 MTULLIN UssﬁjluLLmagﬁLﬁmMaﬂa‘ W38 blister pack Vasnuaadi
2.4 28N - s:q‘ﬁ"am fIUUSENaUAILNEAYUAZANULTI TUHER 'E'm?vumq Wwfinde wanziou
d13UB7 waziimaAusnenen ‘Hazi'm‘z?’mwuumsgﬁm‘n‘
- LUTAbHEN adwoﬁaaﬁaaszq%amﬁa%amamsﬁ”’] U NAUUAZIUIAN VLTIV ILN
LUTinEe 'Tuz?vumq"b”’&'mw
3. AmANTANINAKA

3.1 Finish product specification"”

1. USsnudadagy 90.0 - 110.0% of the L.A. of Rosuvastatin

2. Identification m’mﬂhumuﬁizqh Finished product specification

3. Dissolution @lﬁ’«amumuﬁiquu Finished product specification

4. Uniformity of content (Content uniformity) Glsmmumuﬁ%q‘lu Finished product specification

5. Water content mmmu@l’m‘ﬁ'i:qlu Finished product specification

6. Impurity / Related substance mmmums\lﬁlszq’lu Finished product specification
dawludu g

1. fs‘hmewrhyLanmsms’leﬁ’uag@nm’fuﬂuﬁw@‘i'\%’uﬂ'n,ﬁ‘ai'immu'luﬂszmﬂvlm wazdues (declare)
UNRINE®
1.1 'Lua?m”tymsifunnﬁuue‘h%’um (N81.2 N8.3 NY.4 ULSWANTH)
1.1.1 lunsdiiduinfndaludszinalng wansfs no2
1.1.2 ‘LunstﬁﬁlﬂummmﬁLﬁammﬂeussq wuwde ne.s
1.4.3 lunsdifidugrihdranenessme wanefs ne.4
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1. Baen Dobutamine HCI 12.5 mg/mL. Injection, 20 mL

2. amanvanaly

J o Q@ =
2.1 gﬂu,uu WuansazanslsUseanids swnsude

2.2 dwudsznay Usznaudle@a8n Dobutamine HCI ﬁlaugaﬁ‘u Dobutamine 12.5 mg/mL USunas 20 mL/
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3.1 Finish product specification™
Test Item USP 35 BP 2013
1. PBnmardngy 90.0 - 110.0% of the LA. of Dobutamine 95.0 - 105.0% of the L.A. of Dobutamine
2. ldentification ATIINN ATIININ
3. Bacterial endotoxins NMT 2.08 USP Endotoxin U/mg of NMT 10 IU/mL
Dobutamine (Solution : 10 mg/mL)

4. pH 25-55 25-40
5. Particulate matter AN ATINW

- BUMAYIIA 2 10 pm
1siifin 6,000 auMA/container

- BUWMATIA 2 25 pm
15iuAin 600 aynIn/container
6. Clarity of solution - ATITHIN
7. Light absorption - NMT 0.2°
8. Sterility ATIINN AN
9. Volume in container ATIU ATIININ
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3.1 Finish product specification™” (Gia)

Test item

USP 35

BP 2013

10. Related substances

By liguid chromatography

- The area of any secondary peak
is NMT half the area of the
principal peak 0.5%

- The sum of the areas of any secondary
peaks is NMT the area of the
principal peak 1%

3.2 Drug substance specification : Dobutamine HCI™?

Test Item

USP 35

BP 2013

1. WSnuaadagy

98.0 - 102.0% of the L.A. of Dobutamine HCI

(calculated on the anhydrous basis)

98.5 - 101.0% of the L.A. of Dobutamine HClI

(dried substance)

2. Identification AT AU

3. Water NMT 1.0% -

4. Residue on ignition NMT 0.2% -

5. Heavy metals NMT 0.003% NMT 10 ppm

6. Chromatographic purity - Any individual impurity : NMT 0.5% -
- Total impurities : NMT 1.0%

7. Acidity or alkalinity - ATIINIY

8. Optical rotation - -0.05° to +0.05°

9. Absorbance NMT 0.04 at 480 nm NMT 0.04 at 480 nm

10. Related substances - - Impurities A,B,C : for each impurity, NMT
0.5%

- Unspecified impurities : for each impurity,
NMT 0.1%

- Total : NMT 1%

11. Loss on drying - NMT 0.5%

12. Sulfated ash - NMT 0.1%
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s18n19N 13 Nitroglycerin 5 mg/mL Injection, 10 mL
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1. Baen Nitroglycerin 5 mg/mL Injection, 10 mL

2. ananvanaly

2.1 3uuy Wussazaladseanida dswivde

2.2 syudsznay Usznaudau@asn Nitroglycerin 5 mg/mL ludSunas 10 mL/MTULLIIY
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3.1 Finish product specification"”
Test item USP 35

1. YSinmdrendamy 90.0 - 110.0% of the L.A. of Nitroglycerin
2. |dentification ATIIN
3. Bacterial endotoxins NMT 0.1 USP EU/mcg of Nitroglycerin
4. pH 3.0-65 '
5. Particulate matter ATIINIU

- UMAIWIA 2 10 pm laiiAin
6,000 ay‘m’m/container

- aUMABWIA = 25 pm laitfin
600 mqbn’m/container
6. Alcohol content 90.0% - 100.0% of the L.A. of Ethylalcohol
7. Sterility ATINU
8. Volume in container AT
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3.2 Drug substance specification : Diluted Nitroglycerin'?

Test Item USP 35
1. ﬂ?mm%mﬁﬂﬁ’m 90.0 - 110.0% of the L.A. of Nitroglycerin
2. Identification AT
3. Impurities Total impurity : NMT 3%
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4
318013N 14 Norepinephrine 1 mg/mL Injection

muﬂszmﬁi’mi’aquaﬂﬁmﬁ 40 a8 2509

1. 3am Norepinephrine 1 mg/mL Injection

2. amasianaly

2.1 3uuuy Wusmsarmoladsiennds swivdadivaaaions

22 swdnay  dsznauaiuaae Norepinephrine bitartrate ﬁaugaﬁ’u Norepinephrine base 1 mg/mL
Ysanas 4 mL / mrusyss

2.3 MTULUINY miﬁflwmml,ﬁ'zﬂi'maﬁnvfa FuaType | Lta:ussgﬁmﬁﬁaaﬁuum

2.4 237N - izq%azn d’mﬂs:nau@”;mﬁ’lﬁ'nujl.ta:m’ml,l.ﬁ (5:14‘Lﬂu mg 283 Norepinephrine base/mL)

' IUHER fuéumq wuhnae wanadoudiiue wasdimafuinweBatretawuun

usTaniot

- UWMTUELTTIEN atmﬁfaﬂﬁaaszq%am%?a%amsﬁw FIUUTNaLULAZIWINANULTIVEIEN

(szyiilu mg 89 Norepinephrine base/mL) Laafinda Tuiuany litaiau
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Namim’lﬁ]’imi’l:ﬁﬂmmwLﬂuvlﬂ@’m Finished product specification wa Drug substance specification 7
SreBsnnindrdniuatiuifisnty SoldenadoudadiniuamenITNNITETMITHAZEN NIENTNIBTIIHGY »ad
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3.1 Finish product specification“)‘(z’
Test Item USP 35 BP 2013
1. USunowdendegy 90.0 - 115.0% of the L.A. of Norepinephrine 90.0 - 110.0% of the L.A. of Norepinephrine
2. Identification NTIU ATITU
3. Color and clarity AT -
4. Bacterial endotoxins NMT 83.4 USP Endotoxin U/mg of -
Norepinephrine
5. Noradrenalone - NMT 0.12%
6. Adrenaline - NMT 1%
7.pH 3.0-45 3.0-46
8. Sterility GV ATIINW
9. Volume in container ATITHIN AT

R L) N AT o UsTuaAmMENIINNg
y @nadazsal Tnuaenaas) \
A o \
(BITD) oo ATINNNT (CRY12) W nTTUM3I
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3.1 Finish product specification

(10(2) (Giil)

Test item

USP 35

BP 2013

10. Particulate matter

- BRMATUIG 2 10 ym
14iifin 6,000 oyn

- 2WMATUG = 25 pm

14iifin 600 aymA

AT

ATIINIW

3.2 Drug substance specification : Norepinephrine Bitartrate M)

Test item

USP 35

BP 2013

1. USnmaaenadng

97.0 - 102.0% of Norepinephrine Bitartrate

(Calculated on the anhydrous basis)

98.5 - 101.0% of Norepinephrine Acid
Tartrate (Calculated on the anhydrous

substance)

2. Identification

AT

AT

3. Related substances

- Impurity F at 254 nm : NMT 0.1%

- Impurity B, D, E at 280 nm

: for each impurity, NMT 0.1%

- Unspecified impurities at 280 nm

: for each impurity, NMT 0.1%

- Sum of the impurities at 280 nm and

impurity F at 254 nm : NMT 0.3%

4. Specific rotation

-10° to -12° (60 mg/mL in water)

5. Water determination

4.5% to 5.8%

4.5% to 5.8%

6. Residue on ignition

NMT 0.1%, from 200 mg

7. Limit of arterenone

NMT 0.2

8. Sulfated ash

NMT 0.1%
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Qs Q. ¥ Q-
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318n15N 15 Fenofibrate 160 mg Capsule

m'mﬂi:n'lm”awi'ﬁquaswﬁ"lﬁ 10 5.8 7559

1.881  Fenofibrate 160 mg Capsule

2. ansanianaly

2.1 3upy Wuendouasys smiviudsnu

22 smidznay  Usznaudlsaaen Fenofibrate 160 mg

23 mrweussy  usrluuwsegfiiloawand vw3e blister pack tasriuuss

2.4 237 - :q%am FIUUIZNAUMILEINYUITANNLTI TUKE® fuéumq WAREe nrnzdon
15U wazdnmsAusnwnen 'li’atho’ﬁ'@nwuumﬁ;ﬁ'm‘ﬁ
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3. AMANUANINARA

Nammﬁaﬁmﬂ:ﬁﬂmmmﬂu'lﬂmm Finished product specification Wz Drug substance specification ‘ﬁ
feBsnnndadsuatiudoiiu SeldaansfoudadsinauaenssunsaImIsuasen NIENTHIDITUGY
ﬂd%tﬂﬁ‘ﬁ@l'ﬁUﬂI‘Ua’h‘]60@1El\‘iLﬂuQUUYlmUULYﬂ‘MSSI%NﬂT] nsm‘lummJLmLmtﬁu"l,ﬂmwﬂim'mns“mw
SIDIUFY 389 TYMITIN W..2556 a9 TUfl 11 LB W.4.2556 (mﬂs~n’1ﬁ’l.uswnamumnmmﬂ 10
figuiau 2556) 'Lmunmmﬂwmmaaﬂmvnssumsﬂsvmm’lmm

3.1 Finish product speciﬁcation“’

Test item USP 35
1. USinmaendamy 90.0 - 110.0% of the L.A. of Fenofibrate
2. Identification ATIHU
3. Dissolution Test 1 : dasusasmsazanelikaenin 70% (Q) of the L.A. of Fenofibrate

melu 40 i

%30
Test 2 : dasugasntsazane laikaundn 80% (Q) of the L.A. of Fenofibrate
mulu 2 3lus

"3
Test 3 : dasusaIn1sazans liaunin 80% (Q) of the L.A. of Fenofibrate
malu 30 wift

4. Uniformity of dosage units | 95790 U

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

[GET) N S nYsuN3 (GEXCE) W Y nITIMS3
Wwird  yaIn) (WNEINTS mMyawian)
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3.2 Drug substance specification : Fenofibrate ‘""?

Test Item USP 35
1. ﬂ?uwmé’améﬁﬁiy 98.0 - 102.0% of the L.A. of Fenofibrate (Dried substance)
2. Identification ATIVHIU
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-Chlorobenzoy!)phenoxy]-2-methylpropanoic acid (fenofibric acid) : NMT 0.1%
- (3RS)-3-[4-(4-Chlorobenzoyl) phenoxy]butan-2-one : NMT 0.1%

- Methyl 2-[4-(4-chlorobenzoy!) phenoxy]-2-methyl-propanoate : NMT 0.1%

- Ethyl 2-[4-(4-chlorobenzoyl) phenoxy]-2-methyl-propanoate : NMT 0.1%

- (4-Chlorophenyl)[4-(1-methylethoxy) phenylmethanone : NMT 0.1%

- 1-Methylethy! 2-[[2-[4-(4-chlorobenzoyl)phenoxy]-2-methylpropanoyljoxy}-2-
methylpropanoate : NMT 0.2%

- Any other impurity : NMT 0.1%

- Total impurity : NMT 0.5%

8. Melting range 79° - 82°
8. Acidity ATIU
9. Loss on drying NMT 0.5%
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