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1. Foen Oxalipatin 50 mg/ 10 ml Injection
2. gruantAialy
2.1 Wundaummnnde msasanelalifid
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HaN139539 AN bulURN Finished product specification way Drug substance
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3.1 Finished product specification : Oxalipatin 50 mg/ 10 ml Injection

49 | Test items Specifications

1 Identification muﬁis‘tﬂ,u Finished product specification
2 Assay 90-110 % of label amount of Oxalipatin
3 pH 4.0-7.0

4 Impurities/Related substance Wmﬁisﬂu Finished product specification
5 Particulated matter muﬁiwﬂu Finished product specification
6 Steriliry test mu‘ﬁss‘tﬂ,u Finished product specification
7 Bacterial endotoxins mmﬁi:ﬂ‘iﬂ,u Finished product specification
8 Volume in container/Extractable volume muﬁisq‘lu Finished product specification

3.2 Drug substance specification : Oxalipatin
Complied with drug substance specification
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81 Calcium Folinate 300 mg Injection
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1. #a81 Calcium Folinate 300 mg Injection
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3.1 Finished product specification : Calcium folinate 300 mg injection

U | 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

Particulate matter
A. Visible particle
B. Subvisible particles

Free from particulate matter

> 10 Um Not more than 6000 per vial
> 25 Um Not more than 600 per vial
5 pH 6.5-85
6 Bacterial 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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81 Norepinephrine 4 mg injection
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1. Joen Norepinephrine 4 mg injection
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2.1 JUuuy
2.2 dyulseney

2.3 YUINUTTY
2.0 ANYULUTTY
2.5 aann

3. ArududAniamaiin

Wuansazanela Unmanide dwsuiadvasnidond
Usznausesien Norepinephrine bitartrate (Norepinephrine acid
tartrate / Noradrenaline acid tartrate) ?J!aauu”aﬁ’u Norepinephrine
1mglu1ml
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3.1 Finished product specification : Norepinephrine bitartrate 4 mg : USP

99 | Test items

Specifications

1 |dentification

Meet the requirement

2 Assay

90.0 - 115.0% of the labeled amount of

Norepinephrine

3 Color and clarity

Meet the requirement

4 Bacterial endotoxins

Not more than 83.4 Endotoxins Unit/mg of

Norepinephrine

5 pH

30-45

Na
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3.1 Finished product specification : Norepinephrine bitartrate 4 mg : USP (¢ia)

6 Particulate matter
- Size > 10 m Not more than 6000 particles/container
- Size > 25 Um 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
RU1BH Norepinephrine bitartrate monohydrate
D) Test items Specifications
1 Identification Meet the requirement
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 not more than 0.2
5 Optical rotation / specific rotation -10° to -12°
6 Water 45-58
3.3 Finished product specification : Noradrenaline injection, BP
4o Test items Specifications
1 Identification Meet the requirement
2 Assay 90.0 - 110.0% of the labeled amount of
Norepinephrine acid tartrate
(Noradrenaline 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 Um Not more than 6000 particles/container
- Sized > 25 Um Not more than 600 particles/container
8 Extractabte/votume Meet the requirement

2
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3.4 Drug substance specification: Noradrenaline acid tartrate, BP

U9 Test items Specifications
1 Identification Meet the requirement
- Specific optical rotation -44° to -48° (Noradrenaline base)
2 Assay 98.5 - 101.0% of Norepinephrine acid

tartrate/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 Impuirities (for each) Not more than 0.1%
- Total impurities and impurity F Maximum 0.3%
5 Water 4.5 -58%
6 Sulfated ash Maximum 0.1%
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5188 UAANANYAIZIANIZYB487 Human albumin 20% in 50 ml

TsanegruIadeuInuisuns

1. ¥9&1 Human albumin 20% in 50 ml

2. ruautanaly

2.1 gUuuy
2.2 dulsenay
2.3 MUULUITTY

24 Ransey

3. auautAnIwwala

Juans colloid Usnmanidle Liffddsdindes wiadeasey
Usgnaume albumin human 20 g Tuu3uns 100 ml
ussglumauzusTgedaunAnide

- syyliesn duusznaumsdfuazanause Tundn fuéuawq
aviindn uazawvsdeuiivoliegedaiouuuu sy

- VuNYurUsTYEegeieesesyydosmioonisd danussneuuay

A @ b Q’J ) N
YUIRAITULLIIVDIYD LAYNHER UduDNY 1%88’1\1‘(1@&)1&

HanInTdATzRun W ulunY Finished product specification wag Drug substance

specification #aldaamzilousiedninnuanznssunIseMsuae] NSENTIIANE1T0GY

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

U9 Test items Specifications
1 | Identification MTITNIU AETTANE 09 LU
- Immunoelectrophoresis
- Ouchterlony test (Double immunodiffusion)
2 | pH v uAufisEylu finished product specification
3 | Total protein 94 - 106% veSmalusiufinansyy
4 | Atbumin fUsunn albumin Lidesnin 95% veslusiu
5 | Haem content mi'sﬁlmum’mﬁizﬂu finished product specification
6 | Prekallikrein activator (PKA) Mi'sﬁ]mumuﬁssqlu finished product specification
7 | Sodium U3ueegn 160 mmol/l wazeglugia 95-105% 109
U3ues sodium #szyluaain
8 | Sterility sterile
9 | Pyrogens miaﬂamummﬁisﬂu finished product specification
10 | Aluminium mwmumuﬁizq‘lu finished product specification
11 | Potassium mswmumuﬁssq‘lu finished product specification
12 | Heat stabilizers 919 9y m’m&i’mm’mﬁisﬂu finished product specification

N-acetyl-DL-tryptophan,
caprylic acid/ caprylate
nseild heat-stabilizer wfindy | Wissywiiauazyiuailddae

nsainlallely *eat stabilizer Triszyan Tifl v3e Wld heat stabilizer

Yoo =t




3.2 Drug substance specification : Human albumin
Complied with drug substance specification

L4 o

.7 a‘ 4 = & = 1
* yhtemsnraddgiseuandlululinseiingiu Teun

- flduusznourasruysednd AoauanIn1snsIa Anti-HIV-1, Anti-HIV-2, Hepatitis B
surface antigen, Anti-HCV (Antibody against Hepaétitis C Virus) d’m"mmmg’m
** findngudusesimanasiriihandngifinuawnasasguang 1wy NIBSC (National
Institute for Biological Standards and Control), AABB (American Association Blood bank), PPTA
(Plasma Protein Therapeutic Association), @ninanalng
winewg ;1 nsdifleamsdeuudanmsiiu Waive) msnsndeuiinsizvisiensle Iduenans
véngdnandlésueyise
2. Drug substance specification #915an9NTUAATILYIVEIHER Drug substance
v3elulinangyi Drug substance voufuinednsagy atulaatunils Sedins
nTIRERUATIERATUNNTILD
4. Jaulvdus
frauesimdestudiuiamdisienars wienasareiiodoiusenanarslaodiisiuna
swaudeadal
4.1 enanslisveynntunsifsumiusuiosmineluvsandlng uazdiuns (declare)
R ENAGE
4.1.1 Tuddynstunsdeusiue 1 ve.2 ne.3 e.4 vie 8.2 wdusinsd
4.1.2 Tuivetunzdou ve.1 wie 1.1 veseriauesien wiousieasBenradonis
MUANANAINTBINER ST ATunsTeu (finished product specification) wagdafmunnmunIw
VB9INQAY (drug substance specification) ﬂia’iﬁag’swdnmiwéauwaaLLf’w’lﬂJLﬁmamsé’amuU
lenansnsveunly (8.5) umiau (finished product  specification) wag/u3e drug  substance
specification Ingvandlunauiudszniaussninsiadidnnseiind wazlafiu 2 U & Suusene
Usemasiadlannseiind
4.2 19NENTITUTBRATFIUNTHERNEN
4.2.1 n3dlgwdnluuseinelne duandosfienarsiusewnnsgrumsnangini
wéninausiuasIsnsialunsuAne PIC/S (Pharmaceutical Inspection Co-operation Scheme) Tog
W8 PIC/S participating authorities #38 S10N@1355UTBMNATFIUASHARIMUNENINQTILAE
Brsimlunsudnemesdiinmuanensumsemsuaren nIENTNASIEY Bermustulaed

AMNAEARdBsLarYIIsNUANATIkaEIT N STIRUNISHERET PIC/S Tunuinenfiausviy ath

angamusauNInTAeulaeinanisfusesiviulsenimsznminsimsidnnsedind

o@%w’ Ny
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4.2.2 nydleniidhandrssene gudndesdiionansiuseansgiunisudneiniy
vannasiuasIBMsARlunSHARET PIC/S (Pharmaceutical Inspection Co-operation Scheme) oy
wieu PIC/S participating  authorities atuanganiuseunisnvaaulasiinanisusesdaiu
Ussmalszmasandidnusednd vioongnasatin udusinsdl

4.3 LoNENSAMANYBILLAUDTIAN

4.3.1 wan15n529Asinun wNindusienduiaguvesdnin (certificate  of

analysis of finished product) Iuﬂﬂiuﬁdﬂlﬂuﬁ’m&i’m

4.3.2 HaMsATIRNATIERUNNWIngAUTEWIENd Ry (certificate of analysis of

@«

a e a

drug substance) filflumsnanejuiidauiegoivwosudneuasindningh
(** g ﬂiiﬁLfJua’m&ju biological products Aa9n1s COA of drug substance V894

¥ o

Anangwvinty / nsdlendudu Sterile water for injection laidfesil COA of drug

U

substance**¥]
4.3.3 enasvsendngiududunuduiussenitsjunmsndnvosingivueaiae
dhAgy (drug substance) 4o 4.3.2 Aujumswanvemdniusiend 3oz (finished product) 4o 4.3.1
4.3.4 #an15Anw long term stability maamhamqmaeawﬁ‘ﬁumLﬁﬂuﬁﬁuﬁwﬁ’ﬂmu
ANENTTUATOMNTUALEY NTENTNEFITUAT
435 ﬂiﬂijJuEHﬂfju biological products iy vaccines, blood products @84l
LNA5TUTBIUNIIHEN (lot. release) INNTUINIMANTNTUNNG NTENTIEAEITUAY
4.4 fogeen
4.4.1 flauesian devdwiegnetedindes 3 wiheussytue dadufunuuans
eaundealdnsuiumuiitmusluhdenmautivialudedu
4.5 MsUsziunaAWENTidaay
4.5.1 eriideeusestionglildliosndn 12 Weuuaniudeeu
45.2 ymnnaTidaoy wrpsddunnmaeluiusemamsnsTiinneejuiidaey
4.5.3 nsﬂjﬁwmaswmiﬁwmsdmﬁaa&hamﬁai\mauLﬁaaiamwﬁmﬁsﬁqmmw
whenvmsazimtidefesedets laeflauesin (§ue) sxdesdsenfiudnnusuiuiiviag
wnsdmiiinngiuazdudsuinvevdldseiifododunisnsinseinunm nadi
wuhehidulumugadnvasians miesensveanuinilifuRvsamsaesimendnan
vofiaussneinanvesdisueniaue) uas/vioduanluafuely
4.5.4 fiavesia(fu)azdesiudsusnilestlndnunony uiaideiinnis

W@anan weeUsenster nourmus lagludEeuly
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4.5.5 nsdhueridonivinufiguugi 2-8 ssmieaifea dosflionansuanuas
fusevilissuunaiiuuasdndesndu Cold chain  system  #ldumsgrumamdninast Good
Storage Practice (GSP) wag Good Distribution Practice (GDP)
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SIUALBYAAMENBULIANIZVD
81 Nicardipine HCl 2 mg/2 ml Injection

TSINEIUIBTHUINULTUNT

1. Faen Nicardipine HCl 2 mg/2 ml Injection
2. arusutAvialy
2.1 Wuasazaeunanniedumanfunieseu dmudanieneaidmmasaidens
2.2 Ysenausmeiign Nicardipine HCL 2 mg USums 2 ml
2.3 ussglunvuzuTIanuTAndeiaug win Ampule vde Vial
2.4 aanssy
- Foen dudsznauiedduazanause Tundn Sudueny afindauazian
vziou ifuenliegndaauuuussyiue wavaanuuresnussgemiaudnetuiosdos
33y Toun drulsznou AT iuéuaquLaSLamﬁwam
3. angudAnIwmAila
HaNMIN5IIATnumBUlURY Finished product specification uag Drug substance
specification #sldaavziousodinnuanEnITINITEMTUALYY NTENTNAISITUAY

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

48 | Test items Specifications

1 Identification muﬁisqlu Finished product specification
2 Assay 90-110 % of label amount of Nicardipine

HCl and sorbitol

3 pH 3.0-4.5

4 Sterility test mu‘ﬁi:ﬁu‘lu Finished product specification
5 Bacterial endotoxins muﬁssiﬂ,u Finished product specification
6 Volume in container muﬁixiﬂu Finished product specification
7 Foreign insoluble matter muﬁizﬂu Finished product specification
8 Particulate matter muﬁis‘tﬂ,u Finished product specification
9 Impurities muﬁiquu Finished product specification

3.2 Drug substance specification : Nicardipine HCl

Complied with drug substance specification
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winewg ;L. nsditleamadeuudimaiiu Waive) manseaeuiiessisiensia Ty
lenansudngusanamiilauoyifde
2. Drug substance specification ﬁmammﬂi‘u‘imswzﬁ‘umé’wﬁm Drug
substance %38luiAs IVt Drug substance vognanendsagy atulaatunil Sedinmsnsiadeu
Aaseviasunniade

a v a

3. 'luimswﬁwamﬁmsﬁﬁwﬁﬂgﬂ Mg ingduvvasindne wazludinsiy

9 Y

(4

LY a L4 L <

TngAuvesnaninghiv sededdunsgundasiiu (Pharmacopoeia) atiulieniu
4. Roulvdu
fauesadasBudinamaieienans wieuaaneiietesusesananslasdiisune
Meuandundiil
4.1 wnansléfueygntunsiousnsusiiteswinelulsanelng warduns (declare)
WAINER
4.1.1 Tuddynstunsdeusisuen Iiun ve.2 ve.3 o4 vie 8.2 ududnsdl
4.1.2 Tudwetunsdou ve.1 vie o.1 vesefitaussim wionseasiBeavadens
PUALANAYBERTsILTTUNEDEY (finished product specification) wazdafmunfuNIwW
vos¥ngAu (drug substance specification) nsdiflegseminensiuBsuutasudlodiiuniuesfouuy
wnansn1svauily (.5) wwseu (finished product specification) wag/138 drug substance
specification lngvaunluisuiussnmealsemanaididnnseiing wagliifu 2 ¥ e fuusene
Uszmasindidnnseiind
4.2 loNATTUIRWMINTFIUNTHENYT
4.2.1 nstlewinluusemrlve fudnsedienatsiusewnnsgiunisnangimn
vidninaeiLae3nsiinlunisudnen PIC/S (Pharmaceutical Inspection Co-operation Scheme) 1ng
W89 PIC/S participating authorities 30 filenansiusewnasgIUMSHARMUIVENINT S
FasialunswdrevediinauanznIsunToIMSLAYE NIENINEAIGTUEY Farmuntulped
mdenadeuaziafisuiuvdninasitasiinmsiinlunsudne PIC/S lumnaeflaueune atu
aganusaun1snsIvasulasiinansiusestisTulssnrusemasiadidnnselind
4.2.2 n3dlgmhidnandussne guindefionarsiusewnnsgiunisudngiaiy
waninausiuasiBnsfiRlun1nanen PIC/S (Pharmaceutical Inspection Co-operation Scheme) T

Wenu PIC/S participating authorities atuagamussunisnsrageulneiinansiusesieiu

Usgnalszmnsiadidnnsedind vieeynasain wdusngdl
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4.3 ENANTAMN MBI TAUBTIAY
4.3.1 nansasIviesevaunmandusienduiaguveindn (certificate of
analysis of finished product) ‘lums:uﬁd\‘uﬂuﬁ"sasi'm
4.3.2 an1snsvlinssiaunwingiuvessaendfey (certificate of analysis of
drug substance) fililunsuanenfuiidaumogaisvesnaneuaruanTngs
[*neims) : nsdhifugingu biological products #8anns COA of drug substance ¥4

¥ a

Qwammwhﬁ"’u / nsdlentudiy Sterile water for injection lf®l COA of drug
substance™**]

433 enavsendngrududumiuduiussenitsiunisudnvesingAuvesiaen
dfigy (drug substance) 9o 4.3.2 fugumsnanvewdasiusienduiagy (finished product) 4o 4.3.1

4.3.4 namsAinw long term stability paamieguassiTunzdulifudnina
ANZNTINNNTOMNTUAZET NIENTIAIBITUEY

4.3.5 nsehfuenngu biological products i vaccines, blood products faadl
\@NaA35UIBITUNINER (lot. release) MNNTNIMBIMARTNITUNNE NTENTATTITUY

4.4 feeeen

4.4.1 flauesim fesdwiedeenegiedos 3 wiheussgiue Fadufunuians

eazdusldnsufumuiitmusluhdenmautiviludreu
4.5 msUsiuguAmETideoy

4.5.1 erfideueudesiiongldlilitoondn 12 Weuifuantudaeu

4.5.2 s mnaniidsuoy e unnmaeluiusesammnTinngioiuidmey

4.5.3 nszﬁﬁwﬁ:}aswmsv‘hmsajm’]’aadnmﬁdauauLﬁadqmsaa'imswﬁﬂzumw
whgsynsgvimilideiomedagn lnefiaussian (fue) szdesdsenfindnamusmauiiiag
snsdwnaiinnsikesdufiuiaveualddeiiiefedunmnsaiinmeiaunim nsdiinut
sldulunugadnvaiany wheswnmsveanudndhisuinsunsiauesaendingnves
Jiauesaedinarvssiauesim(ue) wa/mieduasluaduioly

4.5.4 fieeren(fuerdesiudsunuieslndvuney visdlaianmsdenann
weUsznnslag fourdwun lnglififeuls

o o [ o

a & ) P a v a Y
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] v 1 . c:‘ | %3 Qs L3
Iilszuunaifiuiasdadeendu Cold chain system  Ailduasgrumumdninmst Good  Storage

Practice (GSP) wa¥ Good Distribution Practice (GDP)
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4.6 WNANTOUY
| ) . . v oo = . ,
4.6.1 nsslenienelilaesiuiuu Original drugs) Aasfilonansiansiinen bicequivalence
P <l = Y] LY ac =4 1% Id s (3 a
vasfitduemSeuiisuiugsuiuy lngTennsfnsdestulumumdninasivasuunujofly
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n. Uﬁﬁizq’i’]aqﬂuﬂdu Biopharmaceutics Classification System (BCS) Class 3 #se 4

2. g fifldTins¥nmuay (narrow therapeutic index drugs)

A. efidinauAEnIIIMIEIsSLAzEUsENATIRBIANs AN bioequivalence
wiu erauiuidlegnidu zidovudine (azidothymidine, AZT) enlugunuuenfifaulainisuanydesd
81d1fey (modified release dosage forms) (Wudu

4.6.2 nsthufeidosnrasuaz/ viadensieuld Feslinansinwaunsann
ndnNsazateuas/139138979 Tudvihazaiud1eg asuiiulazdennassiulenansiiuen

4.7 flauean (u1e) Busenlisnidndygreuasufvun il

4.7.1 n3dinamsgunsniinsisiend lensinermansnmsuwmdvieresufoinig

fildanmsgm ISO/IEC 17025 mamsaradiasedlidulumunpsyudesmusluvsemeausymnasa

[
Qs ¢ a < [

4.7.2 ﬂiﬂjNaMﬂm%Eﬂﬂm@ugﬂLiUﬂLﬂUﬁu%’mﬁ@&ma’]ﬂIﬂEJﬁ’]ﬂﬂ\T]Uﬂmzﬂ'ﬁillﬂ’]i

(4
<

MMsuaze UL Iaed YT

4.7.3 nstinutlgmaunmainwdndusioiilonvdwaneussanSuanasanuasnse

9

ﬁaﬁﬂaaﬁ‘lﬁ%’um
=l @ & Qo &

1 a M iw a a o oo ey
4.8 ‘mnEmﬂjms%aamuawﬁlmuwmmwamm‘ﬁmwuﬂsmmgmsanmuau‘[ﬂamuﬂmu
ﬂm%ﬂiiﬂﬂ’]iaﬂ‘vﬂ‘iua3811’14588&’]6'1 19 ﬁ@u}JJUUi’dﬂﬁﬂﬂ‘igﬂ'lﬂi’]ﬂqaLéﬂ%i@ﬁﬂé
a [y ca o kg ' a < ) o o J 1) a o [
4.9 NaG’mﬂJ‘VlVIU’]‘N’]LE‘I‘lJEJ‘?ﬂEJ"\]%W@\‘i‘lQJagLllﬂ‘ViiEJ?JQHIUSS%’J'Nﬂﬁﬂ"ILUUﬂ'ﬁQﬂﬂWLuUﬂﬂLﬂﬁJ’Jﬂ‘U

I LY ey 1 Y a a a o o
ﬂ'ﬁﬂ&ﬁLllﬂ'U'VlUmiymLLWQﬂQ%NWSﬁi@ﬁ'ﬂﬁIﬂs]luaV]ﬁUﬁli‘UE)\‘i‘U.ﬂﬂaau

gt
| 2




