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Calcium folinate 300 mg Injection
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Calcium folinate 300 mg Injection
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1u 1 Vial 1sznaudas Calcium folinate 300 mg (10 mg/mL ; USu1a5 30 mL/Vial)
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1. BBty

ar

90.0 - 110.0% of the stated amount

90.0 - 120.0% of the stated amount

2. Identification

ATIIN

ATIWU

3.pH

6.5-8.5

6.5-85

4. Related substances

- the area of any peak corresponding to
formylfolic acid : NMT 1%

- the area of any other secondary peak : NMT
1% ’

- the sum of the areas of any secondary peaks :
NMT 2.5%

- Disregard limit : NMT 0.1%

wﬂwi'mmu'?it:q'lu Finished product

specification

5. Bacterial endotoxins

ATINIUAIN General requirement VBN
#13ud w3 Finished product uuuy Parenteral

preparation

NMT 1.85 USP Endotoxin units/mg of leucovorin

calcium

6. Sterility

ATIWTUMNN General requirement VBILNRY
#FUENIY Finished product JUuuu Parenteral

preparation

ATIIUAY General requirement VI &Y
@13 nil Finished product J1uuy Parenteral

preparation

7. Particulate matter

- ayMAYWIA 210 pm i
1 6,000 aymn

- UMAYWIA > 25 pm Ll
ifin 600 aynA

@793HIUA General requirement Ya LY
n3udm3 Finished product JUuLY Parenteral

preparation

A3 UM General requirement UBILNEY
@13ufm3Y Finished product JULuY Parenteral

preparation
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1.a’wtmmwd'lmanmsms'l@”%’uaumwﬁun afieudreiedmielulssmelng ussdun (declare) unsnaa
1.1 1umﬂwmwun.muuﬁ'ﬁnm (N8.2 8.3 N4 uTLENTH)
1.1.1 Wwnsdfdueinaeludszmelng (Basdy ne.2)
11.2 1unsrﬁﬁ=tﬂumﬁ1Lﬁ"lw"v‘ammﬁwﬁq (e ne.3)
113 'lunstﬁﬁtﬂumﬁm;”mnemﬂsvmﬁ(nmuﬁo ny.4)

1.2 ludwadunadoue ne. 1 vasefiauasen wiauneaidganidanisniuguamnnsasndasioet
aufidtunzbowly (finished product specification) nmmam.mnmsujauuuﬂaattﬂmtwutmua *@aIuuy
LnmIIaduImMwawmMsvaud luuwsay finished product specification
2. lunsdifigmaaluysznalng o Hraadasldmumnnmdeniifasusesanasgiumsniamanunsnin e

aﬁmsmﬂumsnamm'aaon?mnmmsmw (GMP) lunanaefiianasne
Tunsdifidneningrondwsana Nwamaaumtmmwmn'v\maasusaammmumwammm:u
vsanmmfmﬁmsm’ﬂummammaaﬂi.mﬁnuam %38 Certificate of pharmaceutical products
3. mwnmwmﬂLanmsqmanunwmmmauaﬁm
3.1 Nammﬂa‘imﬂzvfﬂmmwwﬁﬂn"mcﬁmam’nﬁm (Certification of analysis) 'lums'uﬁa‘otﬂud‘mrj-m
3.2 NAMIATIAATERAUMWIAYAL (Raw material) vasmaeddniltlumsuingm m'uamnamm

o & (1,2
ua*uwammﬂu*nLﬂmummnu u.a.l.ﬂuwmmnnmmammaﬁ (uamtanmssmaq) mauamm‘sm'nm a2

1. ﬂ‘%mmé"zméwﬁy - 97.0 - 102.0% of the L.A of Calcium 95.0 - 105.0% (anhydrous basis)
folinate (anhydrous substance)
g - 7.54 — 8.14% of the L.A of Calcium

(anhydrous substance)

2. Identification ATHIU ATIU

3. Appearance of solution Clear -
4. pH 6.8-8.0 -
5. Specific optical rotation +14.4° to +18.0° (anhydrous substance) -
6. Acetone, ethanol and Head-space gas chromatograpy -

methanol - acetone : NMT 0.5%
- ethanol : NMT 3.0%
- methanol : NMT 0.5%

7. Related substances By liquid chromatography -
-Impurity D : NMT 1%

-Impurities A,B,C,E,F,G : for each impurity,
NMT 1%

-Sum of impurities other than D : NMT 2.5%
-Disregard limit : NMT 0.1%
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8. Chlorides NMT 0.5% -
9. Heavy metals NMT 50 ppm NMT 0.005%
10. Platinum NMT 20.0 ppm -
11. Water NMt 17.0% NMT 17%
12. Bacterial endotoxins NMT 0.5 IU/mg -
nanuwia 1. a"aauaﬂowamsmaauqmauﬁﬁmomﬂﬁﬂnnﬁmﬁu@iﬂ"ﬂ 1 - 12 uszudazwatamnasey ldnasgums

NAFAUMULNTTAISU BP 2013 wSa USP 35 file
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6.5 m3vasaLnfaInLRNgUNYT A 2-8 asrisaLFiuE Y Cold chain system Aldnasgumundninoust
GDP (Good Distribution Practices) lasuaadianansussnay
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7.1 Wwnsddunsdousnunannnii 2 9 ssdeafidnunmmdnaranisdnmn Long term stability anaifidu
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5790157 2 Carboplatin 450 mg Injection

muﬂszmﬁa’i‘m%’aquaﬂﬁmﬁ

zegn  Carboplatin 450 mg Injection
amasian
X
1. dlumsszaeUnaanidala
2. 1w 1 Vial Usznaueae Carboplatin 450 mg ( 10 mg/mL ; U3a1a3 45 mL/Vial )
= X ¥ o 1)
3.y lumrusuTnedalnaannias Yaanuuas
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.

1. YSnmaasdagy

90.0-105.0% of the L.A. of Carboplatin

2. Identification AT

3.pH 5.0-7.0

4. Limit of cyclobutane-1,1-dicarboxylic acid NMT 1.0%

5. Bacterial endotoxins _ NMT 5.4‘IU of Endotoxin/mL

6. Sterility ATIINIUAY General requirement VaILNFTATUFINTL

Finished product ;‘nJ WUy Parenteral preparation

7. Particulate matter AU General requirement TaINFTFTUFINTY
- IUMATWIA 210 pm 1aitfin 6,000 ayma Finished product JUuuy Parenteral preparation
- aumATWIA > 25 pm Litiu 600 ayma

8. Impurities - Impurity A (Cis-diamminedichloroplatinum II) : NMT 0.25%

- Total : NMT 0.5%

- Disregard limit : NMT 0.05%
- Chlorides : NMT 100 ppm
.= Ammonium : NMT 100 ppm
- Silver : NMT 10 ppm

- Soluble barium : 10 ppm

AU NMT = Not more than
(aam)o‘l?,“""? ..... ‘)"”W”’”" ............... dremuamenIsams
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1. YSinmdaendey

& (1))

usns -

the anhydrous basis)

98.0-102.0% of Carboplatin (Calculated on

98.0-102.0% of Carboplatin (Calculated on
the anhydrous basis)

2. Identification

ATIUNTT Infared Absorption
spectrophotometry

ATI9HIUA 3T Infared Absorption

spectrophotometry

3. Appearance of solution

Clear and colourless

acid

4. Crystalinity - ATIVHIU
5. pH - 5.0-7.0

6. Water - NMT 0.5%
7. Transmittance - NLT 97%
8. Water-insoluble matter - NMT 0.5%
9. Limit of 1,1-cyclobutanedicarboxylic NMT 0.5% NMT 0.5%

10. Chromatographic purity

By liquid chromatography

-Impurity A(Cis-diamminedichloroplatinum i)
: NMT 0.25%

-Total : NMT 0.5%

-Disregard limit : NMT 0.05%

- any individual impurity : NMT 0.25%
- the sum of all impurities : NMT 0.5%

o 5% ]
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11. Platinum content - 52.0%-53.0% (Calculated ongthe
anhydrous basis)
12. Chlorides NMT 100 ppm -
13. Ammonium NMT 100 ppm -
14. Silver NMT 10 ppm -
15. Soluble barium NMT 10 ppm -
16. Loss on drying NMT 0.5% -
WILING 1. m"aeua@mammﬂaauqmanu“ﬁmqmnﬁﬂnnﬁ’aoﬁ\uﬁ'ﬁa 1- 16 uszusiaziatammasayld
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7.4 Wwnsdidunadsugnanunnni 2 9 ssdasfdmmnmmwinenansdnm Long term stability afidu
waudalunzfoueuuans

7.2 nsdidunzdousnuntasni 2 9 sxdasiidnmmwinenanisinmanundava s auit iy
lunsifousnanuans ua:‘ld’s"umsmmu%’usmmnmsmmﬁ’ﬁé’nmwmu‘%ﬁ’n

7.3 LINAIIUIAINNUAIAITBILNNMERA A TDIWNMTT I NzaNa N ITIgAnua e Idluanudutu
a9 wa o) o - P o o P
Al uszdasusaINLazidsadIranndanutayaluenasiniven

wmsmq 8198937n
1 = British Pharmacopeia 2013
2 = The United States Pharmacopeia 35

(89%a) oy VorrRpare U mMuAMENITINS

@WIMATYY Ussrisinw)

A P
(G2 JO oot nIIUNT [CEXi12) S s nITUMS
(WNRNIIUITN N8ITDY) (WNITINIA nzpzTegs)

wihfisrmuntsiz_yenA30/2557




ﬁnzmzl,ﬁﬂﬁqmﬁnumzLamzu,uuﬁ'lmanmin'ﬁ{fﬁ%m’wﬁm‘rfu'l
a2 A30 /2557
3780131 3 Filgrastim 300 mcg injection

mwﬂs:nmﬁbw‘i’ﬁqua‘s’mmﬁ

M Filgrastim 300 mcg injection

AmANLAN 11

X f 1
1. duasasaoUnanidels lLids"

2. 1w 1 whisnwuzussende dsznaudandann Filgrastim 300 meg

a a v A & (1
3. UTT'?IHH']‘E%ZH??@Q?J'\Q@“TB“Gaﬂlﬁ‘ﬁ)ﬂﬁwsa&lﬂﬂ ﬂﬁﬂﬂ')ﬂl,'ﬁa( )
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1. ldentification

L

FasugaINanIsasIvatneies 1 35 lu 5 55 laun
-CZE w38 IEF

-PAGE+Immunobilotting

-Peptide mapping/LC

-N-terminal sequence analysis

-HPLC

2. Potency

80-125% of the state potency

3. Sterility

ATV

4, Bacterial endotoxins

NMT 2.5 Endotoxin units/mg

5. pH

3.84.2

6. Extractable volume

A 3 . e
maamumum:qlu Finished product specification

7.Particulate matter ATINU
- BUMATWIA = 10 pm Laitfiu 6,000 auA
- ayMAYWA > 25 pm ‘Lilfin 600 auna
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Tunsdiiugmingroinadwdsang fuiadesdidumnnwienifesusaanaspumsndasiamananinoe
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’Jﬁmim‘ﬂumma@\ﬂ’maoﬂ'a‘:mﬁgmam M38 Certificate of pharmaceutical products
4 @ d ao v a A v ° ' o
3. mfawadaadumnuisniudnioniagunuiming (uaasiendIivTes)
4. é‘ummwd’lmanmsqtua”nwm:'uaomﬁtauaﬂm
4.1 wamIaTIR TR INNAAA IR AR (Certification of analysis) Tueniuidailindaadine

4.2 manamiiamziammwiagiy (Raw material) vasdadagynllunania vasfnine,

@

. > o e a 1 - v ) 1 2 L] s v ar :
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ANANUAMIINARABAY Filgrastim Concentrated Solution

.

1.Protein content Minimum 0.9 mg of protein/mL

2.Potency | Minimum 1.0 x 10° U/mg of protein

3.Identification ATINU

4 Impurities with molecular masses higher than that of | By Size-exclusion chromatography

filgrastim -Total of the peaks with retention times less than that

of the principal peaks : NMT 2.0%

5.Impurities with molecular masses differing from that By Polyacrylamide gel electrophoresis

of filgrastim -Impurities with molecular masses lower or higher than
that of filgrastim : NMT 2.0%

6.Impurities with charges differing from that of filgrastim | By Isoelectric focusing
-Any impurity : NMT 10%
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am

ﬁ‘mauuﬂn'mmﬁﬁﬂ‘uao Filgrastim Concentrated Solution (oia!

AR

L?.Related proteins By Liquid chromatography

-Any impurity : For each impurity NMT 2.0%
-Total : NMT 3.5%

8.Bacterial endotoxins Less than 2 IU in the volume that contains 1.0 mg of

protein

- dhilfudsznauvesnuniedad dasuseIn13asan Anti-HIV1 Anti-HIV-2, Hepatitis B Surface antigen, Anti-HCV (Antibody

against Hepatitis C Virus) TH1uinasgu o
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anuﬁn%‘hﬁuﬁmsmm'stauaﬂmma’bna"nmaagfmuua:/v\?avjwﬁw‘luﬂ{wia‘lﬂ
6.4 cj’mua:oTaa%’uulﬁuumtﬁam‘lna"ﬂummq wiaillaiianisidenanndandsznisla g riou fwue
6.5 MIvARILNABIAILIAN UMY i 2-8 a3mLTNTUR LUY Cold chain system Alduasgmaamsninouat
GDP (Good Distribution Practices) lasuaasianssusznay
7. anm3iug
7.1 lunsdidwnsfousnanannnin 2 9 ssdasddnunwinenanisanm Long term stability anafifin
wWadnlunndoueuugns ua:vlﬂ”'a’unwamm'%'usaomnmsmmj’ﬁé’mmaw?ﬁ‘n
7.2 nsdidunafousnutann 2 9 sxdasfidunmmwienanisinmaunimavessaufitwingy
lunzidousnanuaas Ltaziﬁé'unﬂsaqmufumomnmsmng{ﬁé’nmwaau‘s‘ﬁn
8. Lﬁmmmﬂumnziw‘ﬁ'ﬁmq AasuraInBMMIAnIMIainluanwe (Clinical trial) anudaudlsA ldsumatunaden
NndAmnNUemEIIINMIaMITUAzENTadtszineIng
9. flanmsnzyrilaunnifanaives Stabiizer flflugasdrsy

vanume : 18

o e o o

1= u.m’rmmsﬁ’muﬂqtué’nwm:mm: mna,'u'mmn munu"?msmimmsmqm NIENTHOTIIUFY

2 = British Pharmacopoeia 2013
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3981150 4 Paclitaxel 300 mg injection

aalszmadminauanysii

ﬁg_zg Paclitaxel 300 mg injection
amasiana
1. Wunmasnsnannifadmivdadmasaidond
2. 141 Vial Ysznaueay Paclitaxel 300 mg
3. vmlwauditneends Type ua:mwwﬁqﬁaeffuum
4. amnay - Haen FulsznaudIsn AYuarAULTI JunNia 'Yuﬁ”umq Wvfinde uaziaanzdoudniy
1 Vadwdanuuuussysiond
- uum'nu:ussgmﬁ@ati'nﬁauei'aos:q%‘am dFudsznaum @AY AuLI i’uﬁ"umq use
VKGR '

amdnamanana’”

1SN maedAYy 90.0-110.0% of the L.A. of Paclitaxel
2.Identification AT

3.Bacterial endotoxins NMT 0.67 USP Endotoxin U/mg of Paclitaxe!
4.pH 3.0-7.0(1in10)

5.Limit of degradation products - Baccatin Iil : NMT 0.8%

- Ethyl ester side chain : NMT 0.4%

- 10-Deacethylpaclitaxel : NMT 0.8%

- 10-Deacetyl-7-epipaclitaxel : NMT 0.5%

- 7-Epipaclitaxel : NMT 0.6%

- Any other Paclitaxel degradation product : NMT 0.1%
- Total Paclitaxel degradation product : NMT 2.0%

6.Sterility A3 IUAN General requirement Va8 ILNFBAITY
3L Finished product 3UuLUL Injections

7 .Particulate matter ATIINIUANY General requirement VBILNFVHITU
- BUMATUIA > 10 um LitAiu 6,000 aume dm3L Finished product JUuuL Injections

- aWMALWA > 25 pm il 600 aunn

(WEMATYY Ussioinw)
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Soulydug |
1. ml,mmwmzuanmsms'lmnaummmumm udsuguResminsludssmetng uasdung (declare) unaInAa
1.1 'lvmmumwumtuuumsum (MB.2 N8.3 .4 uAANTIL)
1.1.1 luns@Adusnfindalutsznelng (maneds ne.2)
1.1.2 'lunsrﬁfftﬂumﬁmhtﬁamslu.iaussq (Winefla nw.3)
1.1.3 ‘lunsrﬁﬁtﬂumﬁmﬁ‘mnoi’wﬂs'mﬂ(%muﬁq ne.4)

12 lusmwadunzdoun ne. 1 vasmihauemon wiauneazdyaadansnIugug A wLaIHAa T
awiitunadowly (finished product specification) nmmamm’mm‘su]asuuﬂaourﬂmwumummaewuu
Lanmsvﬁamtmmwmnn'lwauﬁ‘lmmwsau finished product specification
2. Tunsdifigmdaludszmalng o graadasldnumnmnionifeiusesmnasgunsuiasiaunanin e

aﬁmsﬂe‘ﬂumswamuwaonvnsaommsmm (GMP) lununaenfiianaang
Tunsdifiiineningromneosane guiadoslduunmiionifeiusannaspumniasaa
vm”nmm‘vﬁ%msﬁ«‘ﬂumswﬁmmmaoﬂs:mmjwﬁm W38 Certificate of pharmaceutical products
3. ﬁwm'm'lwdwmanm?qmé’nummaamﬁtauaﬁm
3.1 HaMIATINARTIRA TN NNRATTUTTU B 3E]WER (Certification of analysis) 'lumjuﬁa’«ﬂuoi":aam
3.2 HaMIATINAATIERRUNINIAGAL (Raw material) vasdanaagyilFlunsuing VoIJHRALN

v oA & a - o o o o 'Y o &
lla:/ﬂ%a'ﬂﬂaa“ﬂm?ﬂqﬂu lla:lﬂuiulﬂU'Jﬂuﬂ']ﬂqaind'naﬁ (Llﬁﬁ\uaﬂmsmsad) ADILFAINITNTIY AW

wa a (1,2)
ARFNVANWINAKAN Y Paclitaxel ’

97.0-102.0% of Paclitaxel (Calculated on the | 97.0-102.0% (anhydrous substance)

anhydrous,solvent-free basis)

1.dfanmdnndegy

2.|dentification By Infared Absorption : @T23H % By Infared Absorption : @739 %
3.Appearance of solution Clear and colourless Clear and colourless
4.Specific rotation -49° to -55.0°(Calculated on the anhydrous, | -49.0 to -55.0 (anhydrous substance)
solvent-free basis)

5.Microbial enumeration test - Total aerobic microbial count - Total aerobic microbial count : 102 CFU/g
& Tests for specified : NMT 100 cfu per gram

. . P ¢
microorganisms - liwuaa Staphylococcus

aureus,Pseudomonas aeruginosa,Salmonella

species U8 Escherichia coli

6.Bacterial endotoxins NMT 0.4 USP Endotoxin U/mg of Paclitaxel NMT 0.4 IU/mg
7.Water NMT 4.0% NMT 3.0%

8.Residue on ignition NMT 0.2% -
9.Heavy metals NMT 0.002% NMT 20 ppm.

4 %\C’——\ 4 \6/
[CEET) N nITUNT (9T M e, nIIUNNT
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AMAMIANWINARAYDI Paclitaxel ' (dia)

10.Related compounds

A. Paclitaxel isolated from natural sources or
produced by fementation

-Baccatin 11l : NMT 0.2%
-10-Deacetylpaclitaxel : NMT 0.5%
-7-Xylosylpaclitaxel : NMT 0.2%

-10-Deacetyl-7-epipaclitaxel

(paclitaxel related compound B) : NMT 0.5%
-7-Epicephalomannine : NMT 0.3%
-7-Epipaclitaxel : NMT 0.5%

B. Paclitaxel produced by a semi-synthetic

0Cess.
-10-Deacetylbaccatin Hl : NMT 0.1%
-Baccatin 1l : NMT 0.2%
-Photodegradant : NMT 0.1%
-10-Deacetylpaclitaxel : NMT 0.5%
-2-Debenzoylpaclitaxel-2-pentenoate
:NMT 0.7%

-7-Epipaclitaxel : NMT 0.4%
-10,13-Bissidechainpaclitaxel : NMT 0.5%
-7-Acetylpaclitaxel : NMT 0.6%

-1 3-Tes-ba¢catin lil : NMT0.1%
-7-Tes-paclitaxel : NMT 0.3%

C. Paclitaxel produced by a plant cell
fermentation process

-Propyl analog : NMT 0.2%
-Cephalomannine (Paclitaxel related
oorﬁpound A) : NMT 0.5%

-sec-Butyl analog : NMT 0.2%
-n-Butyl analog : NMT 0.1%

-Benzyl analog : NMT 0.4%
-Baccatin VI : NMT 0.2%

-Pentyl analog : NMT0.2%
-7-Epipaclitaxel : NMT 0.4%

A. Paclitaxel isolated from natural sources or
produced by fementation

-sum of impurities E and O : NMT 0.5%
-impurity R : NMT 0.5%

-sum of impurities A and B : NMT 0.4%
-impurity C : NMT 0.3%

-impurity D : NMT 0.2%

-sum of impurities P and Q : NMT 0.2%
-impurity F : NMT 0.1%

-unspecified impurities : for each impurity,
NMT 0.10%

-total : NMT 1.5%

~disregard limit : NMT 0.05%

B. Paclitaxel produced by a semi-synthetic

rocess.
-impurity A : NMT 0.7%

-impurity L : NMT 0.5%

-impurities E,l : for each impurity, NMT 0.4%
-sum of impurities H, J and M : NMT 0.4%
-impurities G, K, N : for each impurity,
NMT 0.2%

-unspecified impurities: for each impurity,
NMT 0.1%

-total : NMT 1.2%

-disregard limit : NMT 0.05%

numg

1. a"aou.amnamsvmaauqmauu‘fﬁmuwﬂﬁﬂvgn%é’mm’m’a 1-10 uszudasvrtanmsnesauly

NNIPUMINATBUAUNFTETY USP 35 wia BP 2013 file
2. NMT = Not more than
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6. msﬂs:ﬁuqmmwmﬁdwau (uanvanaEITANIS UL SEW)

6.1 anq-uaom%wauﬁaﬂﬂﬁaunin 12 1A au BuNnIuEIaL

6.2 mnmmﬁdwau a:éfaoa'ozhmewthu‘lu%’usaoNamsmw’:mﬂ:ﬁmg’uﬁmuawaag{wﬁa

6.3 Iunsrﬁﬁnmzlwnm'sv'i'ln’rszqium"aazhwﬂﬁa'wauw‘éaz«iam’aﬁmﬂzﬁqmmw AUILTIBNITITINANIND
Jasvadatineen Tﬂﬂg«:’mm:ﬁaea'qumﬁuﬁnmuﬁnmuﬁm’:ﬂnﬂsmsa'omm’imﬂ:ﬁua:Lﬂueﬁuﬁmau
sldirelumsasniiensigmnm 'lumtﬁﬁwmhm‘lahﬁu‘lﬂmuqmé’num:mm: MBI TVaRIUENT L)
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6.4 cjmm:m”aﬁmﬂﬁ‘uumtﬁam'lné’wémq wIadaiamafeusmmrouimua
7. @nETAu 9

7.4 unsdidunadouenunannni 2 9 adosldummmtnonamsanen Long term stability anafifiu
wandalunsdioueanusas

7.2 Wwnsditunafousantesnda 2 9 AABITEUWI MW IRNANIANIIANNAIRIVB I AR BUR LGN
lunaifisusuuaas ua:‘lﬁ%"un’nmmu%'maaLanmsmntjﬁﬁﬁmwawﬁ’&'ﬂ

7.3 LI NAIUAAINANIANANAIR VI MENBINTRENLUALS B3I TNz ra i Tod
n"um"':m‘lﬂuﬂﬂmﬁ'm'fumiﬁ'mgﬂamm:m’aouamﬂua:t‘ﬂ'm%aaaﬂﬂﬁmﬁ'vﬁaaga'lmanmsﬁ'lﬁ'um
8. UT¥NY ardasmiliayu Administration set dmsulwen ludamain i1 3 : 1wa 2 Tay Administration set #a4
\uwfia non PVC 1iay91nd3Lien Paclitaxel injection anahugisennuwanadnaiia PVC

wngvwe 898N
1 = The United States Pharmacopeia 35
2 = British Pharmacopoeia 2013
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