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1 Cyclosporin A Microemulsion 25 mg Capsule
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1. Ban Cyclosporin A Microemulsion 25 mg Capsule

2. amanyana iy

2.1 luuy Wueniila soft capsule SnsUTUUTEN U

22 fwdsznay  1u 1 e Usznaudle@ien Cyclosporin 25 mg

a a . \1 o X 'Y
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3. AMFNLANIINAKA

3.1 Finish product specification

(102

= av o a2
1. ety

95.0 - 105.0% of the L.A. of Cyclosporin

. Identiﬁcation1

a3 AN ATTYlY Finished product specification

. .2
. Dissolution

NLT 75% (Q) of the L.A. of Cyclosporin 1w 60 Wi

. Content uniformity1

mmmumuﬁim‘l‘lu Finished product specification

. Droplet size2

Less than 50 nm

ol |~ [N

. Degradation product2
6.1 Cyclosporin H
6.2 Iso-cyclosporin A

6.3 Iso-Cyclosporin H

- NMT 0.3%
- NMT 0.7%
- NMT 0.2%

6.4 Other degradation product individually - NMT 0.5%

3.2 Drug substance specification

39

qmam}amamﬂﬁa

USP 35

BP 2013

1. B marendngy

98.5 - 101.5% of Cyclosporin A

(Calculated on the dried basis)

97.0 - 102.0% (dried substance)

2. Identification

ATITIHIW

HIIHW

3. Appearance of solution

ATIINIW

(w13rdl yasnm)
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3.2 Drug substance specification (Gia)
amFnianimaiia USP 35 BP 2013

4. Specific optical rotation - - 193° to -185° (dried substance)

5. Loss on drying NMT 2.0% NMT 2.0%

6. Heavy metals NMT 0.002 % NMT 20 ppm.

7. Related compounds - Any individual impurity - Any impurity : for each impurity,
: NMT 0.7% NMT 0.7%
- Sum of all such impurities - Total : NMT 1.5%
:NMT 1.5%

8. Bacterial endotoxins - NMT 0.84 IU/mg
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1.1.1 lunsdiAdusnuialulssinalng wunods no.2
PP o L A v =3
1.1.2 TunsdindusibidiNansutinss winedis ne.3
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W 3o finished product specification Laz/w3a Drug substance specification lasvaun lnauindsznia
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3.1 wamsanRienzigunwkianueiuaaduie (Certification of analysis) luenjunsaiudaading
3.2 HanIaTR AT MNNIanAuaIdIundNeTY (Drug substance) Alslumswaaojunsadn
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7.3 nadinulgmgmnmaneianusinenadinadayssindrauszananlasadibsdagifilasuen
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nangme : 81989910
1 = General requirement YBINFTATY §MTU Finished product g‘lJLL‘lJ‘lJ Tablet,Capsule
2 = Finished product specification 2848NA WL
3 = The United states Pharmacopeia 35
4 = British Pharmacopoeia 2013
5 = ASEAN Guidelines for the Conduct of Bioavailability and Bioequivalence Studies u,a:g;ﬂa
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12N BO1/ 2559
598n15N 2 Human Albumin 20% Injection, 50 mL

muﬂszmﬁé’wi’mquaﬂﬁmﬁ

1. "biazn Human Albumin 20% Injection, 50 mL

2. ansaiana lu

2.1 3uuuy Wuasazastnesnids Lifffeiwiassan wIefdorden’ HRAIINWATRUTTBINYE
#niudadnasaliand

2.2 #udsznay Usznaudau@28n Human albumin 20% wiv 133165 50 mL/Ae

23 3WaUTTY  IwanTazanuUTunes 50 mL

2.4 NPUTUTTY ussq‘lunwu:ﬁm%’uussqmﬁmﬂsﬂﬂmnL%Ya Lm:ussﬁ;ﬁ'mfrﬁwiaw’mmﬂaan"mmz

2.4 287N - s:q‘fjlam #UlszNoUMENFIRYUAZANINLTI TUNE 'Tuﬁyqu WwufinGa waziay

nafoudrsvon iadrstaan

- dSu1m Sodium
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3. AMANLRNNINAKA

NANNIH993 Lﬂ?ﬂ:ﬁﬂWﬂﬂWLﬂuvlﬂﬂ’lu Finished product specification Waz Drug substance specification
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3.1 Finish product speciﬁcationm

AmaNiANIINALA BP 2013
1. YSunm Albumin fiU5unm Albumin livasnin 96% vaalusdn
2. Identification @329 U@ 2835 Immunoelectrophoresis
3. pH 67-73
4. Total protein 95% - 105% maoﬂ%mm‘[ﬂiﬁuﬁamnszq
5. Protein composition ATITN (3% Zone electrophoresis)
6. Molecular size distribution By ligquid chromatography : The area of the peak due to polymers
and aggregates is NMT 10% of the total area of the chromatogram
7. Haem content NMT 0.15
8. Prekallikrein activator NMT 35 IU/mL
9. Aluminium NMT 200 pg/L
10. Potassium NMT 0.05 mmol of K/g of protein
11. Sodium NMT 160 mmol/i wazagjlus33 95% - 105% va3L3ana Sodium
ﬁsquuamn
L L) W ﬂ .................. UssruaenIIama
(wamsdnm wiun) P
(O988).creeeee o nITUMY (m%a)................}: .................... NI
Wizl yamn) @IEMWTS  maawiasl)
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amaaiamamaiia BP 2013

12. Sterility AT
13. Pyrogens or Bacterial ATIVHIU
endotoxins N3tk Bacterial endotoxin

- N5t Protein content < 50 g/L : NMT 0.5 IU of endotoxin/mL
- NSt Protein content 50-200 g/L : NMT 1.3 IU of endotoxin/mL
- ASHL Protein content 200-250 g/L : NMT 1.7 1U of endotoxin/mL

14. Heat stabilizers' (n3tilalu m’mhum’m'?fi:qlu Finished product specification
#150) 5% Sodium caprylate
(Sodium octanoate) 730 N-
acetyltryp tophan %?aﬁvﬁl 26

15. Osmoiaity Gl‘idilti’lum’mﬁi:qlu Finished product specification

3.2 Human plasma o

1. Anti-HIV-1 ATIVHIUANNINTI U
2. Anti-HIV-2 ATIVHIUANNINTT TN
3. Hepatitis B surface antigen m’mimmummyu
4. Anti-HCV (Antibody against Hepatitis C virus) | @533H1UA0UAT3 1%

wazdindngIuiuTasin Human plasma N HEALITAUWNINATVVIATIIUEING LT NIBSC
(National Institue for Biological Standards and control), AABB (American Association Blood Bank), PPTA

(Plasma Protein Therapeutic Association)
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vanuma natifisenaieuudimaiyu waive) mismaseUiiensimemisle Wiuusasensmanguaing i e suayaiidng
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1.1.3 lunsdifdusrighanesdsing wanedis ne.4
12 ludwadunadonn no.1/o.1 vesenfiaueTian wianTuasiuanat: BMIALIAUA AN WYBINR AN U
muﬁ‘i‘lruml,ﬁﬂu (finished product specification) LLa:faﬁﬂﬂuﬂqmnﬁwmaof@lqau (drug substance
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w oy finished product specification Waz/n3a Drug substance specification laguaunlunauiudsznma
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8. uSEMdaIANLEUU Administration set 15 Membrane filter 21101 15 laasaunIaRaanin
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British Pharmacopoeia 2013
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578n15N #  Tacrolimus 0.5 mg Capsule

muﬂsznmﬁ’wi’aquaﬂﬁmﬁ

1.Ba81  Tacrolimus 0.5 mg Capsule

2. amasninnaly

2.1 Jtluuy Wusnidlauadea (Hard capsule) SmIuTuLsemu

22 sudsznsy  u 1 e Usznaudluaien Tacrolimus 0.5 mg

23 maueusn U iuwssagfitiioansod w3e blister pack taatuanuiule

2.4 amn - s:q%am fUUTNaUA TN YUITAINUTI TUNER fuﬁvumq WUTiNRe use

wanzoudsue wezismafuinwen Hadndaauunussadud
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3. AMANLANINAKA

Nﬂmi@li’lﬁtﬂﬂ:ﬁqmﬂ’mLﬂuvlﬂm:u Finished product specification W&z Drug substance specification
iv a @ o e ar o 4 [ Vo
ﬁmoaamnma’nmsnanmﬁmnu fﬁovl@wmtﬁuumamunmuﬂmnssumia’lmma:m ns:mummsmqm
I'I/ ! A o @ :II L a 9 L d. o + = . ' o [ i) 1
muma’nmsuwlwmaamaatﬂufuuunmUummsa‘lmmw ﬂim‘luLﬂUULﬂ’lelﬂuvlﬂ@’mﬂitﬂﬁﬁﬂitﬂi’l-ﬂ
4 o W‘a‘ a Y3
mmsmq’n L%lEN 5:1!6]’15’12]’1 'I.munuqauwua’uaoﬂmnﬁumiﬂs:mmwmm

3.1 Finish product speciﬁcation("

AmANUANIINAKA USP 35
1. Bnmarunday 93.0 - 105.0% of the L.A of Tacrolimus
2. Identification ATV
3. Dissolution Test 1, Test 3 : NLT 80% (Q) of the L.A of Tacrolimus mulw 90 wih

Test 2 : NLT 80% (Q) of the L.A of Tacrolimus malu 60 WA

4. Uniformity of dosage units ATIVHU

5. Impurities - Tacrolimus 21 - Carboxylic acid : NMT 0.5%

- Tacrolimus 8-epimer : NMT 0.2%

- Any individual unspecified impurity : NMT 0.2%
- Total impurities : NMT 1.5%

UsemuauenIsINg

(WHEI29 50 1iun)
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2. Drug substance specification o

qmauﬁﬁmamﬂﬁn USP 35

1. ﬂ%mm@ﬁmﬁﬂﬂ”iy 98.0 - 102.0% of the L.A of Tacrolimus (on the anhydrous and

solvent-free basis)

2. Identification ATV

3. Specific optical rotation (-110°) - (-115°)
4. Water NMT 4.0%

5. Residue on ignition NMT 0.1%

6. Heavy metais NMT 10 ppm

7. Organic impurities

Procedureq : when impurity profile includes Tacrolimus methylacrylaldehyde and Tacrolimus diene
- Tacrolimus methylacryl aldehyde NMT 0.2%
- Tacrolimus diene NMT 0.2%
- Tacrolimus impurity 1 NMT 0.2%
- Any individual unspecified impurity | NMT 0.2%

- Total impueities NMT 0.3%

Procedure2 : when the impurity profile includes ascomycin, desmethyl Tacrolimus, Tacrolimus 8-epimer,

and Tacrolimus 8-proopy! analog

- Ascomycin 19-epimer NMT 0.1%
- Ascomycin NMT 0.5%
- Desmethyl Tacrolimus NMT 0.1%
- Tacrolimus 8-epimer NMT 0.1%
- Tacrolimus 8-propyl analog NMT 0.1%

- Any individual unspecified impurity | NMT 0.1%
- Total impueities NMT 1.0%
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5780150 A4 Tacrolimus 1 mg Capsule
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1. dam Tacrolimus 1 mg Capsule

2. amssniaraly

2.1 Juuy \uendauatga (Hard capsule) FMILTUUTEN Y

22 gwdsznan  u 1 e Usznaudaaeqen Tacrolimus 1 mg

2.3 AUV usTluuraagfiiflounand w3s blister pack tasruanuduld
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3.1 Finish product specificationm

amaANiANIINARA USP 35
1. Vanmdasndnny 93.0 - 105.0% of the L.A of Tacrolimus
2. Identification ATITHU
3. Dissolution Test 1, Test 3 : NLT 80% (Q) of the L.A of Tacrolimus molu 90 Wi

Test 2 : NLT 80% (Q) of the L.A of Tacrolimus melu 60 wifi

4. Uniformity of dosage units ATIVU

5. Impurities - Tacrolimus 21 - Carboxylic acid : NMT 0.5%

- Tacrolimus 8-epimer : NMT 0.2%

- Any individual unspecified impurity : NMT 0.2%
- Total impurities : NMT 1.5%
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2. Drug substance specification o

amaniimMamaiia USP 35
1. ﬂ‘%mmﬁ'zmﬁm"m 98.0 - 102.0% of the L.A of Tacrolimus (on the anhydrous and
solvent-free basis)
2. Identification AT
3. Specific optical rotation (-110°) - (-115%)
4. Water NMT 4.0%
5. Residue on ignition NMT 0.1%
6. Heavy metals NMT 10 ppm
7. Organic impurities

Procedure1 ; when impurity profile includes Tacrolimus methylacrylaidehyde and Tacrolimus diene
- Tacrolimus methylacryl aldehyde NMT 0.2%
- Tacrolimus diene NMT 0.2%
- Tacrolimus impurity 1 NMT 0.2%
- Any individual unspecified impurity | NMT 0.2%
- Total impueities NMT 0.3%

Procedure? : when the impurity profile includes ascomycin, desmethyl Tacrolimus, Tacrolimus 8-epimer,

and Tacrolimus 8-proopyl analog

- Ascomycin 19-epimer NMT 0.1%
- Ascomycin NMT 0.5%
- Desmethyl Tacrolimus NMT 0.1%
- Tacrolimus 8-epimer NMT 0.1%
- Tacrolimus 8-propyl analog NMT 0.1%

- Any individual unspecified impurity | NMT 0.1%
- Total impueities NMT 1.0%
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shan1sn B Methylprednisolone Sodium Succinate for Injection 1 gm

muﬂszmﬁ%’awi‘ﬂquaﬁﬁmﬁ

1. ﬁ)ﬂ Methylprednisolone Sodium Succinate for Injection 1 gm
2. amansionaly .
2.1 guuy Wumsgnnannidednna dmstia
22 dwuszney w1 Mouzussy Ustnaudiudin Methylprednisolone Sodium Succinate 'ﬁ'augaﬁ’u
Methylprednisolone 1 gm
2.3 MIUTVIT ussa;'lum’nu:ussqmaﬂ'u'mt,tﬁ';ﬂs'mmm%a Dagiin
24 23N - sryfan ST NUMIEIMAYUATAINLT TUKEa 'J”uﬁuumq 19T7kAe LAzlaT
nafoudiue uazdsmafusnetladtaauunussyimet
- IUMTUSLITIVEN aﬂnaﬁanﬁaaxq%am wWiadamImsen §andsEneuuszIIIan Y
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3. AMANIGANIINAKA

Namsm’zﬁtﬂﬂ:v\‘qmwwLﬂu‘lﬂmu Finished product specification LLaz Drug substance specification ﬁl
Fadsnninddtuatiuidiu feldsanadoudaminauamensunsamisuazen NIENTNADIIHGY il
AUl s B sdanduatufifisuirimialnin st bidisuriudduldeadsenansznsisamsuge
309 YN ‘lﬁi‘fun”uqamﬁﬁwaoﬂm:nﬁumsﬂs:m@mmm

3.1 Finish product specificationm

AnENANIIINATA USP 35

1. 5 adandngy 90.0 - 110.0% of the L.A. of Methylprednisolone
2. ldentification AU
3. Constituted solution ATIVHU
4. Bacterial endotoxins NMT 0.17 USP EU/mg of Methylprednisolone
5. pH 7.0-80
6. Loss on drying NMT 2.0%
7. Particulate matter AU

- BUMATUIN 2 10 pm 1aivfin 6,000 NN

- auMAIWIa > 25 pm lilfin 600 ayna
8. Free methylprednisolone NMT 6.6% of the L.A. of Methylprednisolone
9. Sterility ATV
10. Uniformity of Dosage Units mﬂW
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3.2 Drug substance specification o

qmamﬁtmomﬁﬁﬂ uUSsP 35

1. S uddagy 97.0 - 103.0% of Methylprednisolone Sodium

Succinate (Calculated on the dried basis)

2. Identification ATIINIU

3. Specific rotation +96° to +104°

4. Loss on drying NMT 3.0%

5. Sodium content 4.49% - 4.77% (Calculated on the dried basis)
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shansh & Epoetin Alfa 5,000 IU injection or for injection
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1. Ham Epoetin Ailfa 5,000 1U Injection

2. amastanaly
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22 dmisznay  Uiznaualn Recombinant Erythropoietin alpha 5,000 U
A v |
2.3 MIULUIN U lumsusussRendadaaniie wianaaauysaswiauda (pre-filed syringe)
A ' [ o (% a v
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3. ANENTANIINARA

NammﬁﬁLﬂﬂ:ﬁqmwmﬂuvlﬂmu Finished product specification Was Drug substance specification
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3.1 Finish product specificationm

amFmnianIInaia BP 2013

1. Identification mwmumuﬁitqlu Finish product specification

2. Biological assay

. s =
UEAIHANITATITD thalaasnanite

- in polycythemic mice (in vivo) Potency 80 — 125%
- in normocythemic mice (in vivo) Potency 80 — 125%
- RP-HPLC Potency 90 — 120%
- immunoassay (in vitro) 1% ELISA w38 EIA Potency 90 — 120%

(Enzyme linked immunosorbent assay), RIA

(Radioimmunoassay) %

o
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3.1 Finish product specification'” (f8)

QD -
ﬂ‘mﬁN‘UfﬂYﬂ\! InAanaA

BP 2013

3. pH

66-74

4. Bacterial endotoxins

NMT 20 {U/10,000 U EPO

5. Dimers and related substances of higher NMT 2%

molecular mass ( w38 Aggregate protein)

6. Sterility AT
7. Particulate matter AT
- aRMATWIG 2 10 um Lilfin 6,000 oyma
- ARMAIWIA 2 25 pm 15ifin 600 ayne
8. Water content (NItgULILNIEN) NMT 4%

9. Extractable volume / Volume in container m’nn‘mmuﬂs:qlu Finish product specification

(nadiglunumsszaie)

o o - Y w , a 'Y 2 o o~ i was
RUIWIKA NIUNIANTLLBULIINITLIN (waive) ﬂ"lﬁﬂ?’nﬁﬂD'JLﬂﬁ'lzﬁ‘?lE)YlUﬂ’Wlﬂ 1v|nml.amLanmwangmmnmaﬁ'lmu
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3.2 Drug substance specification o

anduianwimaia BP 2013

1. Identification ATITU

2. Biological assay (Potency)
wsRIHaNIATIRathelaad il
- in polycythemic mice (in vivo) Not less than 100,000 iu per mg protein

- in normocythemic mice (in vivo) Not less than 100,000 iu per mg protein

3. Protein content 80 - 120% of the stated concentration

4. Amino acid sequence analysis ATIWY

5. Peptide mapping ATIINY

Not less than 10 mol/mol of EPO
NMT 20 1U/100,000 IU EPO

. Sialic acids

6
7. Bacterial endotoxins
8

. Impurity
- host cell derived protein ATIHU
- host cell and vector derived DNA ATIU
9. Dimers and related substances of higher NMT 2%

molecular mass ('ﬂ?a Aggregate protein)
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muﬁ'ﬁuﬂ:tﬁ £ (finished product specification) Tt aﬁﬁmuﬂqmﬂwmadi’mqﬁu (drug substance specification)
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finished product specification Wa2/3a Drug substance specification Tagvaun lufawiudszniasnianan
sunnsafing wazliiiu 2 9 o Fudsmedssmaenendidnnsaing
2. LINRITIUININIATFIUMIHEAL
2.1 nsdfudalulsznalng frdadasiiiunmwirowifsiusasanasymumsniamaunaninost
UAZ3TNITAAIUNIHAALN GMP-PIC/S WIalflsuiin 289N 19 mIngy 1mmﬂmﬁmuamﬂaﬁumqﬂ
ausaunsasesaulasinanisiusesteiudsemalssmenadidnnsaiing
2.2 nsdfdugmindrenmedsand fuiadasdiuunnmudoniedeusssnaspumsuiamany
eI La T MIN ALl INE AL GMP-PIC/S %38 US cGMP maaﬂs:mﬂ@nﬁmﬁumqﬂ AUTBUNT
asnsavlauinanissusesdaiudssmadsemanendidnnsafing
3. Lanmsqmn'lwmawwﬁmuaﬂﬂ'\ (Fuwmweing)
3.1 wamsmn?mm:ﬁqmmwNamn”mcﬁmaa;jwﬁm (Certification of analysis) 'lums;uﬁduﬂum"’mm
3.2 HANIATIUATRAAUNWIAYALYBIFENFIRTY (Drug substance) ﬁl’&'lumwammjuﬁduﬂum‘:azho
%maaﬁw?zmmu&:ﬁwﬁmi’mqﬁu
3.3 lunsdidunsdonganannniy 2 9 ssdasdidimnmdranansfinen Long term stability anaififu
daudalunzidousuuan wszldsumsssunasusananasnngiuavasism
3.4 lunsdidunsfouenaniesnii 2 9 wdasddimnnmienansnsaMuaITITastna o
dndnlunadouguiuaas uazldsunisaamuilisaanansnngilsnunavasniem
3.5 FUWWMIWINEHANMIANNANUAITINAINITAZANY waz/mIaiiaasluairiazaipea g asudiu uas
FAAARBINLLENENITALEN (FTYRWIENTINFUULILINS)
4. 2081980
4.1 fiauanan dassamainimatnaes 3 wihnuTTIn U Fadumunuuaasroandoaldasutu
muﬁﬁwuﬂluﬁ'ﬁaqmaun‘ﬁﬁ'ﬁ‘lﬂ’ﬁﬁoﬁu
5. msﬂszﬁ'uqmmwmﬁdmau (URANBNFITNNITLUT=NW)
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5.4 c‘{'znm:ﬁaas"mﬂ5ﬂumtﬁam’ln§ﬂwmq wialaiRemafenamudantsznisla g naurmualay
Tifidauly
5.5 TTUUMIALLALSaFIENaaiuLUL Cold chain system 7 @@z TWAAMANINTAY good storage practice

(GSP) waz good distribution practice (GDP) Tapuaadtanasisznay
6. Lﬁaommﬂmamﬁmfﬁfmf@lqLﬁﬂuuuu (Biosimilar) tadenuamaniasasimasmssminsluviasnaia aa
ﬁwﬁ'ﬁns:ﬂﬂammsmqmﬁ 94212556 13 ENABITLHUITANIAALEYS (Risk management Plan) 17{5:14 WWINH
msauinms 1un7rﬁwm§ﬂ3zmé’r.ri'\mmﬁﬂmu: Pure Red Cell Aplasia (PRCA) uazluiwanaainandadil
Muanduad panUEUsEIWL nandbnsEIeTIe 55msn77193%998 PRCA (3% Radioimmunoprecipitation assay)
MIRIHAMNIATIS NI amﬂu'lﬂmummimﬁ Thai ESA Registry (A Prospective,Immunogenicity Surveillance
Registry of Erythropoiesis stimulating Agent (ESA) with Subcutaneous Exposure In Thailand) fiNAue LAz
VSN aaaﬁuwu«iﬂ'&'f‘hmfwm‘lumsﬁmﬁums @9
7. nstﬁgmmumﬁ \{lu Freeze dried powder w3a3uuuuE Solution Twmeutamndadneniga asdassaey
ganUnsninsWen (Usznauda Syringe 3 mL Needle dmiLigaaNTazaY Uaz Needle dmsuda lovusn
Wugaidsinunianing) Tugasaaw 1:1
8. flauania (fun) Sussalisnidindyandeussuinnue fait

8.1 nsrﬁwams@um’m&mnﬁmﬁmnnsu"‘mmmam’mmwmﬂajLﬂu'lﬂmummgwuﬁaﬁmuﬂ

8.2 nytinAan m’ﬁﬁﬂﬁgnﬁumﬁuﬁmﬁnﬁ’ BIAAAlAL I NIUATNTINANTEIMNIULAZEN U NIAVDY
dygnedoaany

8.3 nsﬂwuﬂvmvmqmmwmnNﬁmﬁm‘ﬁﬁ'maai:ma@iaﬂszﬁ‘n%waLta:mmﬂaaﬂﬁﬂ@iavgﬂwmﬁum
9. 'vninm"mm?uaanuﬁwﬂ&i%’uﬁmsmNﬁmﬁmsﬁmﬁﬁﬂs:fﬁgnL?untﬁuﬁuiﬂﬂﬁﬂﬁnmuﬂm:niwms
awsuazenluszziian 1 Jdewiudszmedszmenendidnnsefing

MANBINE : 81BN
1 = British Pharmacopoeia 2013
2= nwamgnﬁumsﬁwmﬁm'ﬁmna”nuvia'mﬁ.umﬂﬁu"ﬁlumsﬁ'ﬂmm Epoetin (Erythropoietin ; EPO).1w:&1inau
UszmumIna iy Fomdnuvand nasnaugued SHUNITUANZNTIUNITOMITUAZET NIINTHITITUY,
ursonBn9. Uy Fumanuram@ w.e. 2551
(National List of Essential Medicines 2008).uum.q|"7':‘[5\1ﬁmf’quguavimnfmsmmm‘m’aﬂs:mﬁ‘l‘nﬂ;2552.m¥1102-104.
3 = Thai ESA Registry (A Prospective,Immunogenicity Surveillance Registry of Erythropoiesis stimulating Agent(ESA)

with Subcutaneous Exposure In Thailand)
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s T Iron Sucrose Injection 100 mg/5mL

muﬂszmﬁﬁ’w%’aquaﬂ%mﬁ

1. Bomn Iron Sucrose Injection 100 mg/5mL

2. amaaniana ly

2.4 Juuy utnaauUmeands Fadu Complex 184 Ferric hydroxide il sucrose

2.2 #ulsznay Usznaueay elemental iron 100 mg 11 5 mL %89 Iron sucrose injection

2.3 NMTUUTN ussg'lumw:msagmaﬂmmﬁaﬂsﬂﬂmm%a Type I’

24 aan - szq%am WU NAUMENEAYURZAINUTI TUHEN i‘uéumq \wfinda wazia
nzdoudium wedtmaAuinumnen Badedaauunussyine

- UBMTUSUTIYEN asjwﬁauﬁaazq%am #30BaynIMsm FIUUTENALUAZTIWIAATY

ANMUUTIVBILN LRVTIRER i’uﬁyumq'l'?"ﬁ'mw

25 eiima@x Sodium Hydroxide Waysusn pH ¢’

el a &
2.6 lifinsi@uans Antimicrobial agent, Chelating agent, Dextran, Gluconate nIOR1TAU 5]1

3. amENLAMINAKA

nemsanaiinnzigammidullena Finished product specification Waz Drug substance specification 187489
o o o “ a o A v a | o [
nnndsdTUaiu@eInu d9ldaanadoudadinuamenIsamssmIsuaen ATENTIATITUEY NIRNET
o & A9 vy a w e A a ' - s sV A f ' A
dsuldsideaiuatiuiifsuinnialninit nsdiliifeuriudiduldamdszniansznsismssugy 1309
o v Y an
sydnen luiueasiiarasanznssumalznienam

3.1 Finish product specification"”
am@niamanaia USP 35 BP 2013
1. Sunadrzndag 95.0 - 105.0% of the L.A. of iron 1.90 - 2.10% WV of iron
260 - 340 mg/ml of sucrose 27.0 - 33.0% WV of sucrose
2. Identification ATIVY ATIVNIM '
3. Specific gravity 1.135-1.165 -
4. Bacterial endotoxins NMT 3.7 USP EU/mg of Iron NMT 0.50 [U/mg of iron
5. pH 10.5 - 11.1 105-11.0
6. Osmolarity 1150 - 1350 mOsmol/L 1150 - 1350 mOsmol/L

(W13l YaTI17) (WIEINT3 Mayawiail)
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(1(2)

3.1 Finish product specification (Gia)
ammnianvinaia USP 35 'BP 2013
7.Absence of low-molecular weight | #7361 -
Fe(ll) and Fe(lll) complexes
8. Turbidity 44-53 -
9. Limit of iron NMT 0.4%(W/V) -
10. Content of chloride 0.012% - 0.025% ATIWU
11. Particulate matter ATV ATV

- BWMATWIA 2 10 um Tai4fin 6,000
aunA

- aumArwIa 2 25 pm lifin 600

a‘l#ﬂ']ﬂ
12. Sterility A3IIUAY General requirement VDY AT1IUAN General requirement V83
& SUE I Finished product \NEIE1TU& MY Finished product
g'iJl.l.‘Lm Injections 31JLL1J1J Parenteral preparations
13. Arsenic - AU
14. Copper - ATIINU
15. Lead - AU
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1.1 lwésgmstunaivudisuen (ne.2 ne.3 ne.4 ufudnsil)
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1.1.3 lunsdimdusnsiudnaneddssing nanedis ne.d
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2.2 nsd@fiinemingrnndrsdsznag guiadasiidmnmwitawiiiaiuseanagumnionay
eI EMsAaINN1INEALY GMP-PIC/S %38 US cGMP 2adlstinagniaaiiusgs enusauns
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3. Lanmsammwmaamﬁ‘muaﬂm (Fwwnweng)

3.1 manIanadnTRRUMWKAa iIaIgKER (Certification of analysis) 1uﬂﬂs;uﬁdotﬂwﬁamo
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Faula
5.5 SuuMIiuuaziasandaaduiuy Cold chain system 7t ldanassmaamaninmua good storage practice
(GSP) lLaz good distribution practice (GDP) Tasuaasianssdsenay
6. fiawanen (f11n) Bussalibnidndygnrauasuimue il
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Wanpwme 898390
1 = The United States Pharmacopeia 35
2 = British Pharmacopeia 2013
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