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i‘mmiﬁ 1 Alteplase 50 mg powder for injection
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1. 3o Alteplase 50 mg powder for injection

2. anasninnialy
2.1 3wy \wnsenguuy lyophilize Unannide dwiLiansandand
2.2 dutlsznay Yiznauaisaisn Alteplase (Recombinant human tissue - type plasminogen activator) 50 mg
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3.1 Finish product specification"’

Test Item - ' UsP35
1. Biological Potency 90.0 - 115.0% on the label in USP Alteplase units, the potency being 580,000
USP Alteplase units/mg of protein
2. Protein content 95.0 - 111.0% of the total protein state on the label
3. Identification AU
4. Constituted solution ATIIU
5. Single-chain alteplase content NLT 60%
6. Monomer content NLT 95.0%
7.pH anamumuﬁ'nqh Finished product specification
8. Water wswmumuﬁi:q'lu Finished product specification
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3.1 Finish product specification” (#a)

, Test item I S USP 35
8. Water wnw‘mmuﬁ:zq‘lu Finished product specification
9. Bacterial endotoxins NMT 1 USP Endotoxin unit per mg
10. Sterility test AT
11. Uniformity of mass ATV
12. Particulate matter AU
- ¥w@ 2 10 um Lilfiu 6,000/container
- aw1@ > 25 pm laiifiu 600/container

3.2 Drug substance specification : Alteplasem

Test Iitem USP 35
1. Biological Potency 90.0 - 115.0% on the label in USP Alteplase units, the potency being 580,000 USP {
Alteplase units / mg of protein }
2. Protein content ATIHU
3. Identification ATIWU
4. Peptide mapping AT
5. Bacterial endotoxins NMT 1 USP endotoxin unit per mg of Alteplase
6. Single-chain content NLT 60%
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2.1 nadignadalwisznalng Hniadasdianmsiisennaspunsuiameaamaninaniuaz3snsialu
MINAaLN PIC/S (Pharmaceutical Inspection Co-operation Scheme) Taswinany PIC/S participating authorities
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Glycerin 10% injection, 500 mL
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Glycerin 10% injection, 500 mL
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3. AmaNlANIMARA

3.1 Finish product specificationm

1. USinmenendey

90.0 - 110.0% L.A. of Glycerin

2. |dentification test

ATIIUANNATZIU Finished Product specification

3.pH

AT UANNNATFIN Finished Product specification

4. Sterility

ATIINIUANANATFIN Finished Product specification

5. Particulate matter
- 218 > 10 pm Lifin 25 aumamL
- 431@ > 25 pm il 3 aunia/mL

ATIINUANNIATZIN Finished Product specification

6. Bacterial endotoxins

ATIWMIUANNIATFIU Finished Product specification

7. Volume in container

ATINIUMUNIATIU Finished Product specification

.2 Drug substance specification : Glycerin

(2),(3)

Test Item

USP 35

BP 2013

o

1. YSanmarendrany

o

99.0 - 101.0% of Glycerin (Calculated

on the anhydrous basis)

98.0 - 101.0% of Glycerin (anhydrous

substance)

2. |dentification NI

ATIU

3. Specific gravity

Not less than 1.249
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(2),(3)

3.2 Drug substance specification : Glycerin (Gia)
Test tem | - USP: & ; BP 2013
4. Rééidue on ignition/ NMT 0.01% NMT 0.01%
Sulfated ash
5. Water NMT 5.0% NMT 2.0%
6. Chloride NMT 10 ppm NMT 10 ppm
7. Sulfate NMT 20 ppm -
8. Heavy metals NMT 5 ppm NMT 5 ppm
9. Limit of chlorinated NMT 30 ppm of Cl -
compounds
10. Fatty acids and esters | @393H 1% ATIHIN
11. Diethylene glycol and | NMT 0.10% -

ethylene glycol

12. Related compounds

- Individual impurities : NMT 0.1%
- Total impurities : NMT 1.0%

- Impurity A : NMT 0.1%
- Any other impurity : NMT 0.1%
- Total : NMT 0.5%

compounds

13. Refractive index - 1.470 - 1.475
14. Acidity or alkalinity - ATIVY

15. Aldehydes - NMT 10 ppm
16. Halogenated - NMT 35 ppm
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9180151 3 Beraprost sodium 20 mcg tablet
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1. Basn Beraprost sodium 20 mcg tablet

2. amaniianaby

2.1 31w Wuede #wsusudeemus
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3.1 Finish product specification "

Testitem ; -Japanese Pharmacopogia 16 edition

1. USnmdlendngy

95.0 - 105.0% of the L.A. of Beraprost sodium

2. Identification

ATV

3. Uniformity of dosage units

AT

4. Dissolution

Fasgasmiazang liasndt 85% nolu 30 w1

3.2 Drug substance specification : Beraprost sodium "

)

Test item

Japanese Pharmacopeia 16 edition

1. USanmdaendagy

98.5 - 101.0% of Beraprost sodium

2. |dentification

ATIIHU

3. Related substances

ATV

4. Loss on drying

NMT 3.0% (0.5 g, 60°, 5 hours)

5. Isomer ratio

AN
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1.8887  Leflunomide 20 mg tablet
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2.1 31w uendandauRsy (Film coated tablet) §w3UTUUsznu
2.2 gaudsznay  Uszneaudiseaen Leflunomide 20 mg 1u 1 1la
2.3 MAUSUIY msqlum'm:ﬂmﬁﬂ LLazussagﬁ‘mwTﬁadﬁ'uum
2.4 987N - smﬁlam FIUUTTNaUAILENYUAZAMUUTI TUNR®R i’uﬁvumq \WDTiNER wasiay
nzisudrivmn Hagwdaauuuursiaed
- uummzuss'gmamaﬁaﬂﬁaﬁzq%amﬂ%a’?}amamsﬁw FIULTTNOU URLTIANMALTI

28981 Lawfinde Tuduenglitaiau

w

AMFNIANWINAKA

Nammi’mamﬂzﬁqmn’IWLﬂuvth:J Finished product specification LLaz Drug substance specification
io a o o > a o AW o Y

Agdsnnadsuatudens $9ldvenadsudadinuamenssumsamisuasen NIENTHITIIHFY
Q': ! R o Qs ﬂ’ 9/ =3 9/ L dl a ] A [ [} = - 1 1

nfnsrdrsunltardeidasduainifisuminialninit ns@lidsurinudduldeaudsznansznge
FBIIHEY 1509 STYAITIHN W.A.2556 B9TUN 11 LumEu W.A.2556 (aadszmelumafisaigunsiud 10
- QA a & a

figuou 2556) Ihaurugasfivsasnmznssumsdszmasinin

3.1 Finish product specification'”

Test ltem USP 35
1. Y3unmarndagy 90.0 - 110.0% of the L.A. of Leflunomide
2. Identification ATINH
3. Dissolution Test1: ugasmsazans listesnin 80%(Q) of the L.A. of Leflunomide

Tuan 30 wift

ED)
Test 2 : ugasnIazanelitesnin 75%(Q) of the L.A. of Leflunomide
lwan 30 wf

4. Related substances - Leflunomide related compound A : NMT 0.1%
- Leflunomide related compound B : NMT 3.5%
- Leflunomide related compound C : NMT 0.2%
- Individual impurities : NMT 0.2%

- Total impurities : NMT 4.0%

5. Uniformity of dosage units AN

{Content uniformity)

nITUMS
(WieWry naaIieniuy) (wnirlh yasna)

XL N S nISUMS (8988).o e K ATSUMS
(WUEIWET  Miggawiant) W93 Fumaslng)
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3.2 Drug substance specification : Leflunomide o

Test Item : : UsP 35 ‘
1. WSanmadamndang 98.0 - 102.0% of Leflunomide (Calculated on the dried basis)
2. Identification ATIW N
3. Melting range 164° to 168°
4. Loss on drying NMT 0.5%
5. Residue on ignition NMT 0.1%
6. Heavy metals NMT 20 ppm
7. Limit of leflunomide related compound A | NMT 0.02%
8. Chromatographic purity - 5-Methylisoxazole-carboxylic acid ; NMT 0.1%

- Leflunomide related compound B : NMT 0.3%

- N-2-Trifluoromethylphenyi)-5- methylisoxazole-4-carboxomide : NMT 0.1%

- 2-Cyano-acetic acid-(4'-trifluoromethyl)-anilide : NMT 0.1%

- Leflunomide related compound C : NMT 0.1%

- Any other individual impurity : NMT 0.1%

- Total impurities (excluding leflunomide related compound B and C) : NMT 0.2%
- Total impurities : NMT 0.4%
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1. M Moxifloxacin 0.5%opthalmic solution eye drop
2. amaniianaly
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3.1 Finish product specification o

Testtem ’ ‘ k ; - USP. 35

1. YSnmerendagy 90.0 - 110.0% of the L.A. of Moxifloxacin

2. Identification ATIVW

3. Sterility ATIIHI

4. pH 6.3-7.3

5. Osmolality 260 - 320 mOsmol / kg

6. Volume in container ATIIY

7. Related compounds Test 2 Late-eluting related compounds (relative retention time equal to more
than 1.8)
- 8-Hydroxy: NMT 0.2%
- Specified unknown impurity#3: NMT 0.2%
- Specified impurity#4 : NMT 0.2%
- Other single impurities : NMT 0.1%
- Total impurities (sum from both Test 1 and Test 2) : NMT 1.5%
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3.1 Finish product specification" (@)

Test item

USP 35

7. Related compounds

Test 2 Late-eluting related compounds (relative retention time equal to more
than 1.8)

- 8-Hydroxy: NMT 0.2%

- Specified unknown impurity#3: NMT 0.2%

- Specified impurity#4 : NMT 0.2%

- Other single impurities : NMT 0.1%

- Total impurities (sum from both Test 7 and Test 2) : NMT 1.5%

3.2 Drug substance specification : Moxifloxacin Hydrochloride("

Test ltem

USP 35

1. USunmdamdng

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

2. |dentification

ATIINIU

3. Specific rotation

-125° §9-138° at 20°

4. Microbial enumeration tests and

Tests for specified microorganisms

- The total aerobic microbial count : NMT 1000 cfu / g
- The total combined molds and yeasts : NMT 100 cfu / g

5. pH 39-486
6. Water NMT 4.5%
7. Residue on ignition NMT 0.1%
8. Sulfate AT

9. Related compounds

- Moxifloxacin related compound A : NMT 0.1%
- 6,8-Dimethoxy : NMT 0.1%

- 8-Ethoxy : NMT 0.1%

- 6-Methoxy-8-fluoro : NMT 0.1%

- 8-Hydroxy : NMT 0.1%

- Other individual impurity : NMT 0.1%

- Total impurities : NMT 0.5%
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18NN b Mycophenolate Mofetil 250 mg Capsule
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1. B Mycophenolate Mofetil 250 mg Capsule

2. ansanzianaly

2.1 31wy usideuadys dmiLsudsznmu

2.2 gmdsznay Ysznauaisaaen Mycophenolate Mofetil 250 mg
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3.1 Finish product speciﬁcation")

Test item usp 35
1. WSnmalendaty 90.0 - 110.0% L.A. of Mycophenolate Mofetil
2. Identification AT
3. Dissolution dosazmelaiviaanit 80% vosSunminds Twasn 20 wift
4.-Uniformity of dosage unit AT
5. Impurities Limit of Degradation Products

- Mycophenolic acid : NMT 1.0%

- Mycophenolate N-oxide analog : NMT 0.2%
- Any single unspecified impurity : NMT 0.1%
- Total degradation products : NMT 1.5%
Limit of Z-Mycophenolate Mofetil : NMT 0.10%
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3.2 Drug substance specification : Mycophenolate Mofetil o

Testitem USP-35
1. Yumdaendngy 98.0 - 102.0 % L.A. of Mycophenolate Mofetil (Calculated on dried basis)
2. Identification ATIINI
3. Heavy metals NMT 20 ppm
4, Loss on drying NMT 0.5 %
5. Residue on ignition NMT 0.1%
Testltem Bl ; i USP 35
6. Related Substancesk - Mycophenolic acid : NMT 0.50%

- Mycophenolate mofetil related compound A : NMT 0.10%
- Mycophenolate mofetil related compound B : NMT 0.10%
- N-Oxide analog : NMT 0.10%

- 1-Morpholinoethoxy analog : NMT 0.10%

- O-Methyl analog : NMT 0.10%

- Methyl mycophenolate : NMT 0.10

- Any single unspecified impurity : NMT 0.10%

- Total impurities : NMT 0.70%

o P o Y j a sl a @, Adn e o
nanawe - nsdinenaisundsmainu waive) missasouiinmeimonsia v Ummmtana‘lwanpumnm’m'lmum‘sﬁ?lmv
- Drug substance specification ﬁ'«:’ﬁm’ﬁnﬂluﬁﬂﬂzﬁ"uaag&iﬁﬂ drug substance %38 lUAATZH drug substance 289
LYRIPS o = [ « o4 4 a e~ o do
JraenduTag atiulaariunile ‘NﬁmmﬂmLﬂﬁﬁ:ﬁﬂsuﬂnﬂaﬁaﬂnﬁﬂuﬂ

downladn g
1. ﬁnmmwm:1Lanmsms‘lﬁ%"uagzymifuwuﬁﬂm‘hs”umﬁaa‘iwﬂwluﬂszmﬂm wacdua9 (declare)
UWEINAG
1.1 'Luﬁwﬁngmsﬁuﬂuﬁﬂuﬁ'ﬁum (Ne1.2 18.3 N4 LRUANTEH)
1.1.1 Tunsdifiduenfndaludszmelng naneds ne.2
1.1.2 lunsrﬁﬁLﬁumﬁmﬁ'xLﬁammmmsq wNBie ne.3
1.1.3 lunsdifiduentdhandnstssna waneds no4
12 ludmetunsdiouen ne.1/.1 vasenfiauemen w%’amﬂuanﬁmﬁaﬁ’amimuquqmwwmaawﬁﬂﬁm‘ﬁ
auidunzifou (finished  product specification) UazdaiTMUANUMWYBITANAY (drug  substance
specification) nsrﬁﬁagsw’mmsmﬁmmmaatm"'lmw‘i'mau whBIUULLBNRITERWINMNGIBMTVaLA [ (81.5)
uw3Bw finished product specification Waz/m3a Drug substance specification laguautlurautulszne
dezmenamaldnnsafing uazlaiifiu 2 9 o udszmeadszmenmaidnnseing

............ e L T U IMA BN TTNNY
a &
WNEMINTTHUNT Taunus) QJO
. !
.......................... NITNS [GE 1) YOO AOOUUONOON o o o7 4 o
(WeNEg waadaniun) Wizl yasna)
A — A
(CR5112) NI " nITUMSI (awa).................@.}?ﬁ.? ...................... nsyuMsI
(WENINTT Mggawiani) (W192399 Iwmasing)

vz%ﬁzmunw#gqaﬁw.ouzsss



2. LNFITUTARNATTIUNMIHEALN
2.1 nsdingudalusanalng Q’Nﬁmﬁaaﬁtanmss“usmmmgmmma@mmwé’nmm‘ﬁua:ﬁﬁn'ﬁﬁﬁh
NMSNA®EN PIC/S (Pharmaceutical Inspection Co-operation Scheme) Taawisnn PIC/S participating authorities
wie flenmstuseanasgunnasmunsninaeiLazd i nfialunsniagresdinmAMENIINMNS
DIMITURZEN NITNINITTIITAEY Fotmuatulasfanusanndasuasriafisutunsninmeiuasdsmsnau
nsuaae PIC/S luwaiannfiiauaune atvdgaswsaunaIseulasinansiusasfisiudsznie
dszmenadiannsafing
2.2 ns@Aivaingranesylszne JniadasfiianmIiuTasnesgunIHiamaunaninoisiua:
33miﬁﬁhﬂ’ﬁﬂ§@lﬂﬁ PIC/S (Pharmaceutical Inspection Co-operation Science) Taswsiaznu PIC/S participating
authorities aUa1ge enuseuntIaTssavlasiinamsisasfisiuzmadsznmanmaldnnsefing wieany
ARBATN WRILANTEA
3. Lanmsqmmwmaomﬁmuaﬁm (Fnwimwang)
3.1 namIemReTsigmmwkiai i@ Taguaaiuia (Certification of analysis of Finished product) 1w
mjuﬁﬁmﬂuﬁ”aamo
3.2 wanIaTRin TR MMwIanAuesdaL1@ ety (Certification of analysis of Drug substance) gl
mswﬁmms;u‘ﬁ'daLﬂuéﬁamwﬂmaaéwﬁmmua:;jwﬁmi’ﬁqﬁu
3.3 lanmanIenanguiiudua nusuNuTzwIniumMIKAavasiagauesndnty (Drug substance)
T8 3.2 Mujunsniavasnaanmsiendiagy (Finished product) 7 3.1
3.4 Tunsdidunzdongnanannniy 2 9 asdasdidinmwdnonamsansn Long term stability aufi&is
wudalunsfsugnuiugas LLa:'l@’i'%'un'\saamu%’usaaLanmsmmjﬂa"ﬁmwaau’%ﬁ‘n
3.5 lunsdidunaifougnaniesni 2 9 axdasdimnmwingnsmMsanANNAITIT I MATiEY
Wudalunafoueanuaas LL&:'I.@T%’Uﬂwmmu%’usaaLaﬂmmﬂncjﬁéﬁmwaau?ﬁ’n
4. gnatneen
4.1 giswanan desssmiansgnatwias 3 wihoussanmnt Fadudunuusasmeszidaldasudin
muﬁﬁmu@luﬁﬁaqmauﬁ'ﬁv\”ﬁ'lﬂﬂ”wm”u
5. msﬂszﬁuqmmwmﬁ'dwau (LRAILBNFITNITUUTENY)
5.1 m‘ﬁ'dwauﬁaaﬁmq‘l‘ﬁ’l@‘"laiﬁaﬂniﬂ 1 9 suanniuswey
5.2 mnmmﬁa’auau a:ﬁaadsﬁ’\mﬂmwdwlm"vsaoNan'ﬁmﬁﬁ,ﬂﬁ:ﬁméuﬁdwau
5.3 nscﬁﬁﬂmm’rﬁn’nﬁnnﬁg’mé”;azhamﬁdwauLﬁadomsaaiLﬂswzﬁqmnww RUILTITMITRIIRD
N EUREEAT I@uﬁm’ma:ﬁaadaﬁuﬁuﬁnmm‘m’;uﬁﬁmm’rﬁmsdom’m"?mm:ﬁuauﬂu;ﬁuﬁmau
mh'i”a"]ﬂﬁlﬁmaTaa'lun'lsm’m%mﬁ:ﬁqmmw nstﬁﬁwud']mhiLﬂu‘lﬂmuqmé'nﬂmzmmz pUIETITNNIV
suAns lusuRTaMLEUwe MG INE1T8 ;‘Jl”mmmz/ﬂ%apjwﬁmluﬂ%@iavlﬂ

@3%a).nnn ) N‘NVOVW\\/ ............... s uAtENITNNT
WNEMINTIUNT Taunus) .
TR ) W V .............. nITNM3 CRs 1) W d ............... NITUMS
(WuREg waadtariud) (Wil yaT9m)
[CEE) \\; ................... ATINNTT (®9%8).rrr &461 ..................... nsINMs
(WHEIWET ngyawianl) Wt Sumasing)

wifsmem TG gaily.01/2559



Lo § A 4 - A 1} [ .
5.4 funvrdesibufouediaslndnuney wiallafiamaienanmeassznsla g naurwualaslid
)
Bauly
“ 4
6. lanasiianludug
4 o Y Y . o Y . . A
6.1 winsraua luldenduuuy (original drugs) FoufiniFouraINIINAzaL Bioequivalence ML
wWisuifisuriusduuuy lasiinsdnmdasduluamamaninasiuazuwidl jualuns@nmiauyavassn
a o @ 2 X 0 W Y
saifyyesdninuamznssunMIasLaze neznymmsegy” wnsdidunzdoudriumemauuumenaiy
Iwai (Idawnadeusn NG) sansnon iusmswuuienssmMIfnsBisuyaveaen
L 9/ = v a e k) [ Qs J
7. diuanan (o) Buseaulisnidndygneunsutimua ai
- . - 3 - , . .
7.1 nidikanguanaiiaszimiannainsmeainmaunnd Lidwluaamnasgudarmua
=i @ a s A‘ 9 o L )
72 nydidarusiinriielgnSonifiuiunniasemalasdinnuasenssimia s luiamues
o &
sygnasdiaazane
a ~ a a r:i ' ' a a a ] o o was
7.3 nydiwudgmamnwanuiaineifienadimadessziniuauazanutasadvdediedlaium
8. v\mmwmsmamauﬁwﬁ‘lﬂ%’uﬁmsmwﬁmﬁmcﬂmﬁﬁﬂs:i’agnL‘%Umﬁuﬁu'[@yﬁﬁffmwuﬂmznssums

mTuazen luszesia 1 Jiawiutsznmeadszmenmaidnnsading

RAYIAG : 81989970
1 = The United States Pharmacopoeia 35
2 = ASEAN Guidelines for the Conduct of Bioavailability and Bioequivalence Studies LLa:@:ﬁa
n’nﬁnm%’:ﬂﬁ:ﬁﬂﬁwaLLaz%'aawﬁamaawﬁmﬁmﬁm NaIAIUQNEN SUNINUAINITUNTINNT
Lasen m:mwmmsmqm

|
B ;
(89%0)............ AR (A s uamenIsuMs

@EnTTans  Taunwug)

i y ) 2 Qﬁ
(CER L) W S- nITNMI (89%8) NISUMS

(WERTg naadiariur) (wirdh yaIn)
- 4 Qe(
CRE1) e NS (89%0)................. S A ATIUNIT
Qv Qs [ 4 a =
(WHIINTS ngyauiand) WS Sumasing)

<
winfl4mumsT6gaie.01/2559



Y o & s '3
FIYRHDIAA A NHMLANITURLTIIBIBNINTNTIATDLITAIYEN
1@ 2.01 /2559
5980150 @  Risedronate sodium 35 mg tablet
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3.1 Finish product specificationm

Testitem ;  USP35
1. ﬂ?mmﬁ”amﬁ’lﬁm 90.0 - 110.0% of the L.A. of Risedronate sodium
2. Identification ATV
3. Dissolution ugasmIazae likaandn 80%(Q) of the L.A. of Risedronate sodium melu 30 Wit
4. Uniformity of dosage units A
(Content uniformity)

3.2 Drug substance specification : Risedronate sodium'”

Test Item , A USP 35
1. YSnadasndagy 98.0 - 102.0% of Risedronate sodium (Calculated on the

anhydrous basis)

2. Identification ST

3. Water (awen3dhilugiluuy hemi-pentahydrate) | NMT 11.9% - 13.9%

4, Loss on drying (1&W12nTi monohydrate) 5.5% - 7.5%
5. Heavy metals NMT 20 ppm
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3.2 Drug substance specification : Risedronate sodium"” (@)

Test item USP 35

6. Related compounds 1. Any individual impurity : NMT 0.10%
2. Risedronate Related compound B : NMT 0.10%
3. Total impurities : NMT 0.50%
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emn < Erythropoietin beta 5,000 1U Injection Pre-filled syringe
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1. Baen Erythropoietin beta 5,000 IU Injection Pre-filled syringe

2. ansanianaly
2.1 Juuuy DumsazanslaUneeinds snsvdadhldfomis uazmie dadinaanidand
2.2 dwilsznan 1w 1 mauzuTsy Usznausie Recombinant erythropoietin beta 5,000 1U T 1 sy
, MIUTVTTY
2.3 MTUSUTTY ussg‘lwmuﬁ'zmﬁ@ﬂﬁﬁmm’fa WianaoausIuIwianda (pre-filled syringe)
Umaanida LLa:ussgﬁmeﬁﬂaoﬁ‘uuﬁ
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3.1 Finish product specification")

Test Item ' British Pharmacopoeia 2013

1. Identification m’lﬁ]muﬂwﬁiziﬂu Finish product specification

2. Biological assay

. . 4
LEAINANTIINTID ﬂﬂdlﬂﬂ [ TS

- Potency in polycythemic mice (in vivo) 80 - 125%

- Potency in normocythemic mice (in vivo) 80 - 125%

- immunoassay (in vitro) 134 ELISA %58 EIA m’z’-m’mm’mﬁﬁzq‘l% Finish product specification
(Enzyme linked immunosorbent assay), RIA

(Radioimmunoassay)

3. pH m’nwhuﬂ’mﬁsquu Finish product specification
4. Bacterial endotoxins NMT 20 1U/10,000 U of erythropoietin
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3.1 Finish product specification'” (#a)

Testitem ) oo -British Phar‘macopoaia'zoia
5. Dimers and related substances of higher NMT 2%

molecular mass ( w3 Aggregate protein)

6. Sterility ATINU

7. Particulate matter AN
- BWMATWIA 2 10 um aiifiu 6,000 UMN/MTUSUTTY

- auMAIWIA = 25 um laiiin 600 OUMA/NTULTITY

8. Extractable volume / Volume in container ATIINIU

)

3.2 Drug substance specification : Erythropoietin Concentrated Solution"

1. Identification R b gl :
2. Biological assay (Potency)
usasnan1IaTaatelaatnanils
- in polycythemic mice (in vivo) Not less than 100,000 IU / mg protein
- in normocythemic mice (in vivo) Not less than 100,000 IU / mg protein
3. Protein content 80 - 120% of the stated concentration
4. Amino acid sequence analysis ATITW
5. Peptide mapping ATV
6. Sialic acids Not less than 10 mol of sialic acids / mole of erythropoietin
7. Bacterial endotoxins NMT 20 1U/100,000 IV of erythropoietin
8. Impurity
- host cell derived protein AU
- host cell and vector derived DNA ATIIHN
9. Dimers and related substances of higher NMT 2%
molecular mass (vﬁa Aggregate protein)
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