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1.3a87 Manidipine HCI 20 mg Tablet

2. amasnianaly
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3. amMaANUANIINALA

Nan'\im’aﬁl’“ﬂ.ﬂﬁ:ﬁqmn’lwLﬂuvlﬂms.l Finished product specification (Laz Drug substance specification
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relindrdruilgeddaniuatuffisurinielminiunasgndadsuladisunils audszna
NIENTWITVIUTY 309 SEUMTILN W.71.2556 897071 11 WEU W.4.2556 @malunsfisuwunm

L i o 1 k) yl! Aot aa
A 10 uqmﬂu 2556) ﬂilﬁ1&lLﬁEJ'ULY]’I‘L‘V‘I’U‘H;HU@J§lUW‘W\]'Uadﬂmxﬂii&lﬂﬁiﬂizﬂ’)(ﬂiﬁﬂﬂEJ’]

3.1 Finish product specification“’

amaNTANIIMaia Japanese Pharmacopoeia 16 edition
1. Sudandeny 92.0 - 108.0% of the L.A. of Manidipine hydrochloride
2. ldentification AT
3. Uniformity of dosage units | ek
(Content uniformity)
4. Dissolution Fosuaninsazaelieanin 75% malu 45 und

3.2 Drug substance specification("

qmauﬁaﬂnmﬂﬁﬂ Japanese Pharmacopeia 16 edition
1. WSnwdasndnmy 98.5 - 101.0% of Manidipine hydrochloride
2. Identification ATV
3. Heavy metals NMT 10 ppm
4. Arsenic NMT 1 ppm
5. Related substances NMT 2.0%
6. Loss on drying NMT 1.5%
7. Residue on ignition NMT 0.2%
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s7an1sn 9 Nicardipine HCI 2 mg, 2 mL Injection
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1. Bown Nicardipine HCI 2 mg, 2 mL Injection

2. amaanianaly

2.1 Juuuy usnsaraslraanisela findasdau (pale yellow) §1n3uda

22 gutsznay Usznauals@aen Nicardipine HCI 1 mg / mL TudSanas 2 ml
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3.1 Finish product specificationm

amaniamManaiia Japanese Pharmacopoeia 16" edition
1. ﬂ‘%mm“amz%ﬁzy 93.0 — 107.0% of the L.A. of Nicardipine hydrochloride
2. ldentification AT
3. pH 3.0-45
4. Related substance By Liquid Chromatography : the relative standard deviation of

the peak areas of Nicardipine NMT 1.0%

5. Bacterial endotoxins NMT 8.33 EU/mg of Nicardipine hydrochioride
6. Extractable volume ATIINY
7. Particulate matter ATITN
8. Sterility ATIWU
9. Related substances AT
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3.2 Drug substance specification @

AMENTANIMAKA Japanese Pharmacopoeia 16" edition
1. ﬂ‘%mz;m”amﬁﬁng Not less than 98.5% of Nicardipine HCI (dried basis)
2. ldentification ATV
3. Melting point 161 -171°C
4, Purity - Heavy metals : NMT 20 ppm

- Related substances by liquid chromatography : the relative standard deviation

of the peak areas of Nicardipine NMT 3.0%

5. Loss on drying NMT 1.0% ( 1 g, 105°C, 2 hours)

6. Residue on ignition NMT 0.1%
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1. ﬁmmmwmmanmims"lﬁ%“umgy’m*fuml,ﬁ sudnsugniiadmineludsinalng ussdues (dedare) LnaInEe
1.1 'luﬁ'lﬁ'zymsmzmnﬁuwh%'um (MB.2 N8.3 NE.4 URIUANTL)
1.1.1 luns@nduenfndaludszineing wansfls ne.2
11.2 ’lunsrﬁﬁtﬁummu‘ﬁLﬁammﬂamﬁ@ waneie ne.3
1.1.3 lunsdimdusniithandnsdszine wansds ne.4
12 ludnwedursdown ne.1/w.1 Tasnauanen wWiaumess S uaiaTeNIMLANA MMWIBINRAS DAY
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specification) nsfﬁﬁ'ag‘lszwmmﬂﬂﬁﬂuuﬂamﬁ'lmﬂ'mﬁu rADIUUVLANFNTENMINWEN BN TVaUA LD (8.5)
W IWsSau finished product specification UaL/MIe Drug substance specification Tasaaunlonauiudszne
Usznaamandilinnseding wazliiin 2 9 o Sudsemedssmenedidnnsafing
2. 1ONFAIIUIDINIATZIWNVINAALN
21 nsdngnaaTusunalng Q’N5@\675)05Lanmﬁ'maommgmmwﬁ@mwwﬁ'nmmwﬁm:i'ﬁ‘msﬁﬁlu
MINAAEN PIC/S (Pharmaceutical Inspection Co-operation Scheme) Taswiaaw PIC/S participating authorities
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3. Lanmsﬂmmmmammauaﬂm (Fumwnmang)
31 Nan'ﬁ(i\i’lil’atﬂi']ma WINHRANTAN mmmsﬂ’uaw Wi (Certification of analysis of Finished product) T
msuwam,ﬂumamq
3.2 Namm‘i’m’aLﬂi’l“‘v&ﬂmn'lwmn@uma\immmﬂm (Certification of analysis of Drug substance) m'ﬂu
msuammsumuﬂumamam‘uaawNaﬂmumwwammnﬂu
3.3 langsnsananguindunusunuss: Wmsumswamaown@waammmﬂm (Drug substance)
%8 3.2 nusumswawawamnmmmmmsﬂ (Finished product) 18 3.1
34 'Lunimmm“mwmmmnm'\ 2 §) azdasligumwinananisAn¥ Long term stability i
daaulunzfouewusas waldsunmsasnuiusesenssanngiismatesuishn
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i’lﬂn’\iﬁ 10 Norepinephrine 1 mg/mL Injection

muﬂszmm"’mi’aqummmﬁ

1.§am Norepinephrine 1 mg/mL Injection

2. amanianaly
2.1 gﬂu,uu Lﬂumia“mﬂlaﬂ'ﬁﬂmm’ﬁa mmumw’maamaaﬂm
2.2 gaulsznay ﬂi:na‘umﬂmm Norepinephrine bitartrate 'nammm.l Norepinephrine base 1 mg/mL
15ues 4 mb/ ﬂ"]’ﬂ%.“ﬂﬁi)
2.3 MTUSUIT usﬁlwﬂ’muﬂ’nh'mmm'ﬁa 7uaType | LLa.,msﬁmm‘nﬂaanuLLao
2.4 28N T“‘U"UEI?J’] a’m'l.li < NALAILNEIAYUATAINUT (s“‘urﬂu mg 284 Norepinephrine base/mL)
'mwacﬂ mammﬂ LS’DYINBGI LE]’IJ‘Y\»L“JJEJ%GI’]TUU’] Ltamﬁmsmmnmm"bamwmauuu
ussanm‘n
- uumﬁmussa g amouawaoiwwﬁamma’ﬁamim ﬁ’)%ﬂi“ﬂaULLﬂ:’IJW]ﬂﬂ’J’}mLN‘UaGEJ’I
(S::‘lguju mg Va3 Norepinephrine base/mL) La’UﬂNaG\ 'Juauaw‘l‘mmw

3. quamﬁmamaﬁa

Nammﬂﬁmi’]“ﬁﬂmﬂ’lwLﬁu‘lﬂmu Finished product specification L& Drug substance specification ‘ﬁ
é’ﬁaﬁammna‘nmiuomumU’mu smvl.ﬂwvmmmmamummﬂm~ ATSUMIIRITURLYT NIENTHENTITMFL ‘ﬁ'm
Lné"m"ﬁumﬂimaamaatﬁuww\mf_mm’msal‘vmm'\ nsmvlums_n_lm’umLﬂuvlﬂmuﬂi:mﬂns:m’mmm‘smqﬂl
303 i:qe‘hﬁm W.F.2556 RITUA 11 LWEIEW W.7.2556 (aaﬂi‘*mﬂlm’\'ﬁmlmumﬂuﬂuﬂ 10 unmtm 2556) 1%
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34 Finish product specification

Test item UsP 38 BP 2013
1. USanmarendnagy 90.0 - 115.0% of the LA. of Norepinephrine 80.0 - 110.0% of the L.A. of Norepinephrine
2. Identification ATITHB ATIIHB
3. Color and clarity ATITHU -
4. Bacterial endotoxins NMT 83.4 USP Endotoxin U/mg of -
Norepinephrine
5. Noradrenalone - NMT 0.12%
6. Adrenaline - NMT 1%
7. pH ' 30-45 30-4.6
8. Sterility ATITHIB ATIH
wolume in container AT ATIANIU
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1.2 ‘lummammﬂu BUEN NE. /0.1 BaanTitaueTien wiaumuand BAVITEMIMILANA WMWUBINT AT U
muwmummmu (finished product specification) Ltavmam‘v\uﬂﬂmmwmao’mnﬂu (drug substance specification)
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product specification uaz/#38 Drug substance specification lagwaurlauransuyszmes=me
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MINEaL" PIC/S (Pharmaceutical Inspection Co-operation Scheme) Taswiisau PIC/S participating authorities
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Blinnsafing wisayasaadn ududnsd
3. Lanmwlmmwmaomﬁm%aﬂm (Fuwinnana)
3.1 NAMIATIIAATIER UM WKEAS U @ Ta3Luai A (Certification of analysis of Finished product) e
;fuﬁduﬁuﬁ";ar_m
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3. AnENIGNIImaLa

3.1 Finish product specification

((2)

1. YTnnmudendaty

90.0 - 110.0 % L.A. of Sildenefil citrate

2. |dentification test

Gli’mmumuﬁs:ﬂu Finished product specification

3. Dissolution

Gli’Jilmumuﬁs:‘i,‘l‘lu Finished product specification

4. Weight variation %38 Uniformity

of mass (weight)

Gli’m&i’mmuﬁiquu Finished product specification

5. Impurity / Related substance

. = " T
@iﬁ%mn%@']um:g‘l% Finished product specification

3.2 Drug substance specification(3

)

amaNiamManaia

USP 38

1. USadaending

98.0 - 102.0% of the L.A of Sildenefil citrate

(calculated on the anhydrous and solven-free basis)

2. Identification ATIIN

3. Heavy metals NMT 20 ppm
4. Residue on ignition NMT 0.1%
5. Limit of Imidazole NMT 0.1%

6. Organic impurities

- Sildenafil related compound A : NMT 0.3%

- Any other unspecified individual impurity : NMT 0.10%
- Total unspecified impurities : NMT 0.3%

- Total impurities : NMT 0.5%

7. Water determination

NMT 2.5%
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