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2.2 Usynausnedien Oxalipatin 50 mg Tunmwugusseusrangayiumg 10 mi
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3. puaNURnanaia

NamsnsRTeTzinaIauluana Finished product specification uay Drug substance

specification F¢lfaanzilusedinnuanenssunsewnsuazen NIENTNET TG

3.1 Finished product specification : Oxalipatin 50 mg/ 10 ml Injection

Y8 | Test items Specifications

1 Identification Aufiszyly Finished product specification
2 Assay 90-110 % of label amount of Oxalipatin
3 pH 4.0-7.0

4 Impurities/Related substance Wmﬁ'iaﬁiﬂ.u Finished product specification
5 Particulated matter m’mﬁwq’lu Finished product specification
6 Steriliry test m:uﬁﬁi::ﬂu Finished product specification
7 Bacterial endotoxins muﬁisﬂu Finisned product specification
8 Volume in container/Extractable volume Cﬂmﬁia‘lﬂ,u Finished product specification

3.2 Drug substance specification : Oxalipatin

Complied with drug substance specification
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81 Calcium Folinate 300 mg Injection

Tssneutadounusuns

1. §o1 Calcium Folinate 300 mg Injection
2. AauaudRvaly

2.1 Juuuy dvauzluaseraeUsiranide Ta Liffeufdmes dwiuis
2.2 dyusenav Usenaumesen Calcium Folinate 300 mg TuUSums 30 ml
2.3 m*ﬁuamn usstlunuzedaUnmnnderiinud Josfuuas sUlUU Vial
2.4 aansvy - szufienn drulsznaumendifiguavanuuse Junda iuguanq

wviindnuaznauydousiSuen Vogddaauuuussyfust
- vungurusIYeIedlioefoiseytos wietensin anlsznay
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3. ausuiinanaiia
nanInsidiasiztaunmluluay Finished product specification wa Drug substance
specification &alshemsiDsusiedihnunnsssunisennsuasen NIENTNAISTUEY

3.1 Finished product specification : Calcium folinate 300 mg injection

U8 | Test items Specifications

1 Identification Meets the requirements
2 Volume in container Not less than 30 ml

3 Assay 90.0 - 120.0%

of the labeled amount of Calcium folinate

4 Particulate matter

A. Visible particle Free from particulate matter

B. Subvisible particles

2 10 Um Not more than 6000 per vial
> 25 lUm Not more than 600 per vial
5 pH 6.5-8.5
6 Bacteriat Endotoxins Not more than 1.95 EU/mg
7 Sterility sterile
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3.2 Drug substance specification : Calcium folinate

Complied with drug substance specification
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#38lUAATI99 Drug substance maa%’mﬁmmﬁﬂﬁﬁagu aulaatunds Sefinns
AsIRdauATIsiRTUNNIde
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81 Norepinephrine 4 mge injection

TS aWeNUIBTEUIVIULTUNS

1. %"E]En Norepinephrine 4 mg injection
2. pruFuTAN Y

2.1 jUuuy Wuasazanela Unmanide dniviadasmdonm

2.2 dnlyznau Ussneudiesie Norepinephrine bitartrate (Norepinephrine acid
tartrate / Noradrenaline acid tartrate) %!dau:gaﬁu Norepinephrine
1mglu1ml

2.3 YUAUTTY 4 fadang

2.4 AMNYUYUTTY ussglunmususedaunimnide vssytsileatuuas

2.5 aan - syydeen dulszneuiieddpuasauuss Yuuds 'E’uélumeg

\aviikAn uagiarnzdeuifutliednedniauuuussgiug
- vumyLrUsTYEednatleesessy derwitetentsih dulseneay
LAZIIAAMNLICUBIET LavTieEs 5u§uawq el
3. aantAnIawvaie
Naﬂ’liﬂi’ﬁﬁlﬁﬁéﬁﬁﬂfuﬂ’]WL‘ﬁulUmll Finished product specification wag Drug substance
spacification fi§1e8sanndadFuatuiieniu G‘éﬁlﬁﬁ]@msLﬂauﬁiaé’wﬁ’ﬂmuﬂmﬂﬁumsawmmaz
€7 NIENTIETITUAY Ve Lnﬁ’*ﬁﬁﬁ’ﬁﬁ%’fﬁmﬁ@ﬁmL@uaﬁ’uﬁﬁaumm'%almjﬂdmwsgwLﬂﬁ’%ﬁw%’u
Toagnsunils PUUSYMANSENTIATIEY 309 ST WAL 2556 a9tuft 11 wwen e
2556 (adlusafinayiunw udl 10 Aquisu 2556)

3.1 Finished product specification : Norepinephrine bitartrate 4 mg : USP

99 | Test items Specifications

1 Identification Meet the requirement

2 Assay 90.0 - 115.0% of the labeled amount of
Norepinephrine

3 Coler and clarity Meet the requirement

4 Bacterial endotoxins Not more than 83.4 Endotoxins Unit/mg of

Norepinephrine

5 | pH 3.0-4.5




D-

3.1 Finished product specification : Norepinephrine bitartrate 4 mg : USP (7o)

6 Particulate matter
- Size > 10 Um Not more than 6000 particles/container
- Size » 25 [ Not more than 600 particles/container
7 Sterility Meet the requirement
8 Volume in container Meet the requirement
3.2 Drug substance specification ; Norepinephrine bitartrate USP
wunefis Norepinephrine bitartrate monohydrate
98 | Test items Specifications
1 Identification Meet the reguirement
2 Assay 97.0 ~ 102.0% of Norepinephrine bitartrate
(on the anhydrous basis)
3 Residual on ignition Not more than 0.1%
4 Arterenone Absorptivity at 310 nm nct more than 0.2
5 Optical rotation / specific rotation -10° to -12°
6 Water 45-538
3.3 Finished product specification : Noradrenaline injection, BP
40 Test items Specifications
1 Identification Meet the requirement
2 Assay 90.0 - 110.0% of the labeled amount of
Norepinephrine acid tartrate
(Noradrenatine acid tartrate)
3 pH (Acidity) 3.0-46
4 Adrenaline Not greater than 1%
5 Bacterial Endotoxins Not more than 83.4 Endotoxin Unit/mg
6 Sterility Meet the requirement
7 Particulate matter
- Sized > 10 [m Not more than 6000 particles/containar
- Sized > 25 [im Not more than 600 particles/container
8 Extractabte/votume Meet the requirement

7
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3.4 Drug substance specification: Noradrenaline acid tartrate, BP

(i} Test items Specifications
1 Identification Meet the reguirement
- Specific optical rotation -44° to -48° (Noradrenaline base)
2 Assay 98.5 - 101.0% of Norepinephrine acid

tarfrate/Noradrenaline acid tartrate

{on the anhydrous substance)

3 Related substances
- Impurity F Not more than 0.1%
- Specified impurity B, D, E (for each) | Not more than 0.1%
- Unspecified Impurities (for each) Not more than 0.1%
- Total impurities and impurity F Maximum 0.3%
5 Water 45 -58%
6 Sulfated ash Maximum 0.1%
wnewn ;1 asdfeemzdeundimsdy (Waive) n1ensreaeuSnsgvieisnaln T¥dueonans

vangusnanaldsy syl
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TYBLBYARAMANYUIANIZYD981 Human albumin 20% in 50 ml

TsanaUIaTBUINULSUNS

1. "ﬁaﬂ’l Human albumin 20% in 50 ml

2. AuaNUAnaly

2.1 gUuvy WJuans collold Usaenida laiffedvans wieifuison

2.2 drulsznou Usgnaumie albumin human 20 ¢ TuuSuas 100 ml

2.3 MUULUTT Ussglunrusussedalsiaanie

2.4 aansey - szyieen drulssnousendinuareuns Susde fuéuawq

A =, o s 1 v Qs
\aviindn uasiaensdouinfuelfednadheuuuussqid
1 Py < o o P
- VUNYUEUTIIEne s lnedetssyTesviedonsi dulssneunas

WAAPNLIDIET lvTndn TuFuee Tioshadniay

3. aduUANIawmalna

ranInsiainsissiqanmiluluau Finished product specification uaz Drug substance

specification #slsRnvelleusiadinaunnenssunsomSIHALE N3EYITIAITITUET

3.1 Finished product specification : Human albumin 20% in 50 mLl

o Test items Specifications
1 | Identification ATIANI AIEIBANY 817 Ly
- Immunoelectrophoresis
- Quchterlony test (Deuble immunodiffusion)
2 |pH m’aﬁlﬁhumuﬁizﬂu finished product specification
3 | Total protein 94 - 106% vosUSnalusiufiaannsey
4 | Albumin T3 albumin Tddiosndn 95% vaslusiy
5 | Haem content pIrasumLfisEyly finished product specification
6 | Prekallikrein activator (PKA) m‘i’mhummﬁizﬂu finished product specification
7 | Sedium USnaugegn 160 mmol/t uazaglusiag 95-105% vas
USa sodium fiszyluaann
8 | Sterility sterile
9 | Pyrogens m’afﬂﬁhumuﬁiwlu finished product specification
10 | Aluminium mmmummﬁszq‘tu finished product specification
11 | Potassium mmmummﬁ'iaﬂu finished product specification
12 | Heat stabilizers 279 12y m’sﬂﬁhumuﬁ%ﬂu finished preduct specification
N-acetyl-DL-tryptophan,
caprylic acid/ caprylate
ASOTY heat-stabilizer ¥llndu | IsryriouayUSnaligae
ﬂigﬁﬁlﬂiﬁw/@eat stabilizer | Tfszyd 1l wie Wlld heat stabilizer

et =L
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3.2 Drug substance specification : Human albumin
Complied with drug substance specification
* shdemansieddyiifeuandululiaseiinghiv Hun
- hildmusenouvasaunTedn? Fosuaninsnsis Ant-HIV-1, Anti-HIV-2, Hepatitis B
surface antigen, Anti-HCV (Antibody against Hepabtitis € Virus) ’i’whummg’m
ox ﬁwé’ﬂgm%’maﬂdwwawamﬁﬂwmwﬁmmﬁ@mmwmummgﬁumﬂa \9U NIBSC (National
Institute for Biological Standards and Centrol), AABR (American Association Blood bank), PPTA
(Plasma Protein Therapeutic Assoclation), annyalney
wmnew ;1 nsdfeanudeuudiansniy (Waive) msnsinasutinmeisiensie Weuenats
wdngiusenandiitueyiiise
2. Drug substance specification #a1sananluliasigsivefuiin Drug substance
V3OS 19 Drug substance vasginAngdniazy atlnatunils Sadinng
ATvgeUlATIEATUnvade
4. Saulvdug
frauesimfesdudiuinindsionans niauasarsilofevssenarsinediisrus
MeasBendal
4.1 wnaslisvaygtunsioususuded e lulsemeing uasdung (declare)
WANHEAR
4.1.1 luddynistunsiSonusinduen 16 v18.2 ne.3 ve.d side 0.2 WEFATE
a.1.2 ludvedunadou ne.1 vie 0.1 vewniauesie wioueasduniidants
PIUANASIAMYBIKAN s L TR une i To (Finished product specification) Lagdarivuanuam

VOIImOAY (drug substance specification) ﬂﬁfﬁﬁag'ﬁzmwﬂmﬂ?{ammaqLLﬁlmLﬁmﬁmzﬁmLmu
ronasn1sveudly (£.5) smieu (finished  product  specification) waz/73e drug substance
specification lngvauAlonewfudssnmiseninsianddnnsednd waglaiiiv 2 ¥ o Julsenqa
Usgnmsandidinnseting

4.2 NANSIUTORIRNTFIUATHEREN

4.2.1 nsdlewdalulszmdlng duindosionansiusennasgmsndnem

varnTLarISnsTFunSHEnen PIC/S (Pharmaceutical Inspection Co-operation Scheme) Tne
Wy PIC/S participating authorities #e flonansiussannsgunsBnemuvdnnuTiuay
Brsirlumsndsevedwhauaaenssunsesuazen NTENTIEsIIEY Sarmuntulned
AnudenAdaasTinfistundninasiias i msinlunsndegn PIC/S Tumnnsiiauee Aty

angaruseumsrTsaeulnedinamsfusesdiviulsenmalsemnsediEnnsetng
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4.2.2 nsdlgnundnannanslszima Jrdndesdienansiusswnnsgiunisudagany
vannoeasIBnsfiflunisndne PIC/S (Pharmaceutical Inspection Co-operation Scheme) 1ng
WU PIC/S participating authorities atuarganuseunseadeulasiinanisSuseededu
Uszmavszninsiendifinnselind vieangnaondn ufusinsd

4.3 LenaNsAMNNIBNTEL e

£.3.1 nansasnliessiqunvindndasiondniagiuesude (certificate  of
analysis of finished product) Tusrsuiidadushetng

4.3.2 namsnsvlinsedannmingiivresiiend gy (certiicate of analysis of
drug substance) ﬁlﬂumimé‘mmiuﬁmL@uﬁaasjwmz@maa%mﬁmmLLazm:’wﬁm"j’mqﬁu

e : nsdllugngu biological products §93715 COA of drug substance ¥84
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KNEREWIN / nsdleniiuiy Sterile water for injection laisiaefl COA of drug
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ey (drug substance) 9o 4.3.2 AuguMsHanvesndnfusierdusagy (finished product) 4 4.3.1
4.3.4 wamsAnw) long term stability maamhamqﬂummﬁﬁwmﬁauiﬁ'ﬁuﬁﬁﬁ’ﬂmu
AONSTINITOIMITLAZY NIEVITIENITUGY
4.3.5 n3dlilugngu biological products 7w vaccines, blood products #ipsi]
BNEITUTBITUMIHER (Lot release) Innsinemandnsunng ASENTIEATITUAY
4.4 snpeeen
4.4.1 flaues1an fesdwinogisesdetos 3 MieusTeioe Faiuiunuuans
Teaudssldnsuiumufidmusluitenaautimnludhy
4.5 myUseiunauameidany
4.5.1 aﬁﬁﬁquauﬁaqﬁawﬁlﬁlﬂﬁaam"] 12 \Wautfusinfudauey
4.5.2 swnaniidaey sedosddnmmeneluusemanns e nEiEIuTidasy
4.5.3 ﬂimwwu'a&iiwmimmﬁaumaawmmﬁwauLwaaamamLﬂﬂvwﬂmmw
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4.5.4 fuauesia(fuie)ay Fosfudsusufloonlndvunony wieideifnnisg
BouanmieUszmsl 7 Aourwun Tagliditeuls
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4.5.5 ﬂifﬁfLﬁummmamﬁmnmmmmu 2-8 samwaidea Aesdlionansuanauay
Qs | a i . n[ L
Wuresindssuumaifivuasdndsendu Cold chain system AlAnTg U URS T Good
Storage Practice (GSP) uag Good Distribution Practice (GDP)
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4.6.1 nsdhTlushefifesasanauar/vte dovenauly AodlNanIIAN¥IAINAENN
AAINMTATaNYLaY/M3 018011 Tusvhasganesine asuiunasaenndasiuionatsiiuen
4.7 flauemm (oe) Buzenlfnindyannouasuiinun &
4.7.1 psduansguasaatieszdent Imaﬂimwmmammmwmmmawawgummi
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81 Nicardipine HCL 2 mg/2 ml Injection

TssnenuageuInuLsuNg

1. #281 Nicardipine HCL 2 mg/2 ml Injection

2. pauaNtAnaly

= & =f 4 ) e [ =) & o < Ll
2.1 Lﬂua’liaeﬁmwmﬂmﬂLmaam’mummamaau INIURRAUNIDREALYINVADALADAAN

2.2 Usgnausiesien Nicardipine HCL 2 me U3uiws 2 ml

=l & <, o = o
2.3 ussglunvusussgedaundaini@erdaut 4l Ampule 13e Vial

2.4 [ANTYY

- Toe1 drulsenaufiendduaraunss Junda TWiunny lviindauasiay

neifiou dduslisddaeuunussgios uaraanuurasaussemioudnotatooses

A 1 e g d =
BY 10y AUUTENDU AILLLSS TUAUDYLDLLATVINGR

3. paudRvanaiia

wansasIdeTesinuauluny Finished product specification W& Drug substance

specification #aldaansifeusodinnuanensunsormsuasen NTENTHAISITEY

3.1 Finished product specification : Nicardipine HCl 2 mg/2 mt Injection

f8 | Test items Specifications

1 [dentification mu‘ﬁ'iaﬁqiu Finished product specification
2 Assay 90-110 % of label amount of Nicardipine

HCL and sorbitol

3 pH 3.0-4.5

4 Sterility test muﬁix‘lﬂ,u Finished product specification
5 Bacterial endotoxins mmﬁia‘lﬂu Finished preduct specification
6 Volume in container mmﬁixq‘iu Finished product specification
7 Foreign insolukle matter m’mﬁ'izu’tu Finished product specification
8 Particulate matter prafisealy Finished product specification
9 Impurities mmﬁ*;zq'!,u Finished product specification

3.2 Drug substance specification : Nicardipine HCl

Complied with drug substance specification
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wnewg ;1 nsdifeensduudinsifu (Waive) mansreseuiienesisionsle 1y
onasudnguiinaniiasueyifise
2. Drug substance specification fansananlulinsgivesdinds Drug
substance v3eluAT18Y Drug substance veufdngrdnfagy atulaatunth Sidinisnsreaey
Ansgiasuynada

¢

3. WinsigindnSasiduiagy Wiesedingivassuine uasludinse

& = 2/

IngAvresfniiningiu sxdeddunmsgunduiiu (Pharmacopoeia) atfulonfu
4. Foulvduq
fiauesiandesduduuinndieienans wiounsaneiledoiusenaraslnedisium
Measundel
1.1 wnasldfuayywiunadowhivendes wielussmdlne uasduns (declare)
WsenEs
4.1.1 Tuddynmstunadeus$uen 1dun v19.2 18,3 19.4 130 .2 WALl
4.1.2 ludwoluneilivu ne.1 vie 1.1 veseniliauesian wisuseandeaadonis
PRuANAmA YBINERTTIn T Tuns oy (fnished product specification) waydorvunmuain
1833Rg AU (drug substance specification) nsiifegsavmsiBsuudawdlofiufosdoauy
lenaTsn1svenily (8.5) umdeu (finished product specification) way/mie drug substance
specification Tngvaudlanoutuussmmiseninsensidnnseing uaslsiiu 2 U & Sulsene
Ussninsmdidnvseding
4.2 1BNENIIUTINUNATHIUNINEREN
4.2.1 nedlewdsluvszmalny dudrdosdionansiusonnnsgunisudnginy
vnnasiuarIimsARlunsnEnen PIC/S (Pharmaceutical Inspection Co-operation Scheme) lng
VU191 PIC/S participating authorities 1139 flonansfuseunmsgummdaemuvdninesiuas
Trsilumsuangvesdinusanssunse s IazEY A3EMTNASISREY Servuntulned
ATEeRAde AT LB AUann asiLag BrsTRluNsHEReN PIC/S Tumnaenfiauete ath
dgamussumanseaeulnsiinemsiusedieiutsymealsenesianddnnseing
4.2.2 nadlenhudmnsrsUsana fudefeadienansiusesnasgumsndngian
nnneLagISMsnFlunseERen PIC/S (Pharmaceutical Inspection Co-operation Scheme) loig
VI8 PIC/S participating authorities atuangnausaunmsnTinasulnednanisiuseeieiy
Usgnislsenminsandidinrseling vieounasndn udusnsdl
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4.3 BNATANANYDIENTLAUDT A
4.3.1 mamanTivliesizviquamsiindasiondniagureian (certificate of
analysis of finished product) 1ua1‘§'uﬁdﬁtﬁuﬁ’maiw
4.3.2 samensiviinginunwingiivvesihend @y (certificate of analysis of
drug substance) ﬁ’l’i’ﬂumimﬁmmg’uﬁﬁwﬂuﬁqaa'wﬁgwaqﬁmﬁmmLtasé’mﬁmi’mqﬁu
[vaneins, : nsalifueanga biological products #5115 COA of drug substance 194
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AAENTINNTEMITUALEN ATLNTWATTAEY

4.3.5 n3dlifuengy biological products My vaccines, blood products o<l
WONATIUTITUANTHER (lot. release) MIPNTANEFNARSANTILINE NIENTIASITUA

4.4 §9E19En

o’ z &

4.4.1 fuavasim Aesdeinetvenstdes 3 wisussgiest Sulufunuudns

neauunldnsuimnuimusluidonmautivhludhey
4.5 maUsziunamweiidgaay

4.5.1 p1itdaeufesdiongHldliforni 12 Houtuentuduey
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Practice {GSP) uag Good Distribution Practice (GDP)
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