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NI 1 Erythropoietin alpha 8,000 iU injection or for injection

anlszmadaminauannsti

-
)

aa1  Erythropoietin alpha 8,000 IU injection or for injection /

2. amasnimialil
2.1 glusiy dusntmenida swindadhlafomls tasmde Sadmane Sond
- nyfstuuumsazane  dussaeawle lidfvda fninsdau
- nydigtlnuun : Wunsendsrnidaiin nisersnosadarnszans ldmsazansla
22 sudiznay  Usznaudip@3en recombinant human erythropoietin alpha 8,000 1U 11 1 MTULUTIY
23 MTULUIN nﬁﬁqluﬂﬁ‘ﬁu:Uﬁ?‘maﬂﬂﬂﬂ’ﬂ’lm‘%a wiannaauTIyewibnde (pre-filed syringe)
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3. ANANIANIINAKA

3.1 Finigh product speciﬁcation["

Lo

1. tdentification aTIHU

2. Biological assay

. . A
Jiss 2 Nﬂﬂ"lﬁ@]ﬂﬁ]aﬂﬂdlﬂﬂﬂﬁdﬂ%&

- Patency in polycythemic mice (in vivo) 80 - 125%
- Potency in nemmocythemic mice (in vivo) 80 - 125%
- lmmuncassay (in vitro) 1% ELISA w3 ATV

ElIA (Enzyme linked immunosorbent assay),

RIA (Radicimmuncassay)

3. pH 66-74
4. Dimers and related substances of higher NMT 2.0%
molecular weight (w3a Aggregate protein)
5. Bacterial endctoxins NMT 20 iUf10,000 1U of erythropeietin
6. Sterility FIIVH M
7. Particulate matter : ATIVHIU

- aYMATWIe 2 10 um lailfin 6,000 aynn
- BUMAYUIR 2 25 pm Laitfin 600 a%MA

8. Water content (nitigiuuuns) NMT 4.0% wiw

9. Extractable volume {Volume in container) ATIIE T

(nydistuyumsAzng)
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3.2 Drug substance specification : Erythropoietin concentrated solution'™

1. Identification ATFANU

2. Biological assay

' f o
uRRaHaNTIRTIIagN e ageril

- In polycythemic mice (in vivo) Not less than 100,000 1U/mg protein
- in narmocythemic mice (in viva) Not less than 100,800 (U/mg protein
3. Protein content 80 - 120% of the stated concentration
4. Dimers and refated substances of higher molecule NMT 2%

mass (¥3o Aggregate protein}

5. Sialic acids minimum 10 mol of siaiic acids/mol of erythropoietin
6. Impurity
- Host cell-derived protein ATITHIN
- Host cell and vector-derived DNA ATIDEY
7. Amino acid sequence analysis ATITEU
8. Peptide mapping ATV
9. Bacterial endotoxins NMT 20 1LU/100,000 U of erythropoietin
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2. 1aNFNTTUTDINIATT MM SHAGL

2.4 nsdAgudaludsanalng dniadasfiananiuTasnaspumnaamaundninmmiuas3tns
ﬁﬁlum‘mﬁmm PIC/S (Pharmaceutical Inspection Co-operation Schema) Tagwmiiageau PIC/S participating
authorities %38 {nmiuTassnasIUMsHARIMIRININaMuar AT alumsHEapwa s in N
AT NITUMTOTINTURZN NIENTWFITIIAFY Sernmuatulasfianusanndaussiafiourunanin e
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Juemadszmenmbidnnsading
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3. Lanmsqmmmmamﬁmuaﬁm

3.1 NaMIINIVIATIERA DN AA I ENdTagLueaRe (Certification of analysis of Finished product) 1w
méuﬁa‘mﬁu@?’aau’m

3.2 NaMIATIV A TIRRA LMW IRnAUTRISINERTY (Certification of analysis of Drug substance) g
Tumsnée m‘éu'ﬁ'ﬁoLﬁuﬁ'sazi”ndﬂ%ﬂ@dﬂﬂﬁmaﬂuaz@ﬁmfmqﬁu
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5.3 nsmwmmﬂmsmmsauma mam*nmuamwammammﬂmﬂmmw wiEMTMIzYnileRe
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54 fhnezdasiiuound am'lnavmmm wiadaiammAsusmmdanzrmla 9 newimualaglifidawly

55 ‘i:m.lm‘imuLLaw'immmma\nﬂuLmu Cold chain system ﬁ\lﬂmﬂ‘sg"mmamanmmm good sforage
practice {(GSP) uaz good distribution practice (GDP) lanusnuansisUssnay
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8. nydizyl wunenfiu Freeze dried powder Wia3uuuen Solution wrewiaendetmeannide wxdasdeuey
magunsmimsbien Wsznausday Syringe 3 mL, Needle fmSLgamIazaty use Needie dwminda lao
ustlugaideniuwiandng) ludasaam 1:1
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1 = British Pharmacopoeia 2013
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TIENIIN 2 Lanthanum 500 mg chewable tablet

aalsznadiawinauasiEsiii

1. faen Lanthanum 500 mg chewable tablet y

2. aoaaniara lal
2.1 juuuy §1, PR TR 33Junmﬁvm (Chewable tablet) wIuTuilsniu
2.2 fwthiznay  Usznaudiadlnn Lanthanum carbonate 'ﬁ'augan“u Lanthanum 500 mg 1y 1 1da
23 myweussy  uinglwumsesiifluunasd w3e blister pack Taaiin
2.4 a§n - s:j.ql%am fIUUIENAUMILTALZAINUTI TUNER ?uéuaﬁq (efisie
wwanzdpudrsuen Lmﬁ'ﬁmnﬁu'&hmm‘l’i’aﬂwﬁ'@muuwmﬂ"wﬁ
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3. amantiamaaia

3.1 Finish product specification™”

1. BBnmaeddgy ﬂﬂﬂmumuﬁszqh Finished product specification
2. Identification test @3 UNUAITY N Finished product specification
3. Uniformity of dosage units HIIHIU

4. Dissolution test / Disintegration Gl‘i'mmumuﬁ‘::lﬂu Finished product specification

' ]
5. Related substances / Impurity m’mmumum:qlu Finished product specification
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3. wamIasasienegmnwen Julenu Finished product specification sz Drug substance specification
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uwdew finished product specification waz/v3a Drug substance specification lagwaudluransuilsznie
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2. 1O TFUIDINATFTIRNIINAARN

2.1 nsdifigmdalusanalng AuRadasiianansiusesnaspumswineesamaninosiuas i msfialu
MINE9LY PIC/S (Phanmaceuticat Inspection Co-operation Scheme) Taeviingam PICIS participating authorities
wia dlangsisasanaspunuismaunaninasiuss IBmmdluntsndasadinmmenenssunis
DIMITURSL NITNTIEIBITA Satnusdulasdanurannsesussiaifisutundninariua 35 sniatn
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3 tanmmmmmmamﬁim%aﬂm

3.1 Nam‘m‘nﬁm‘s’;:ﬁqmmww‘ﬁmn"wﬁmmﬁmgﬂmoguﬁm (Certification of analysis of Finished
product) "Lum‘guﬁ' goiluenatng

3.2 wanIasR RS Ag N IRnAUaIT Ty (Certification of analysis of Drug substance) il
Tunswae mjuﬁiﬁoLﬂuéﬁazi’mﬁywmrj’wﬁmuma:ﬂ'mﬁm"ﬂqﬁn

3.3 mnmm%av.ﬁ'ﬂgwuﬁuﬂ”umﬁuﬁuﬁuﬁszmﬂﬁ;ummEman"mqﬁwaaﬁ‘mﬂmﬁ%y (Drug substance)
8 3.2 flgunsniavaanianasiengudagy (Finished product) 98 3.1
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‘i'lﬂm‘sﬁ 3 Peritoneal dialysis solution low calcium (2.5 mEq/L)
with 1.5% dextrose, 5 Litre/Bag

a3l sEMAIIRIRgUaTIBEIR

1.3 Peritoneal dialysis solution low calcium (2.5 mEq/L) with 1.5% dextrose, 5 Litre/Bag

7
2. amaNdeana
J v o L L L X r L5 = g G ﬂl W 1 e
2.1 guuy Wumssraodmenndga Wl ledwsuanslamatasias wiielsnuesesdrelanmstatias

0 luaia

2.2 gaudensy  luasazane 100 mL Usznauday Dextrose, Hydrous 1.5 gm, Sodium Chicride 538 mg,
Sodium Lactate 448 mg, Calcium Chloride 183 mg, Magnesium Chloride 5.08 mg (Na 132
mEg/L, Ca 2.5 mEg/L, Mg 0.5 mEg/L, Cl 95 mEq/L, Lactate 40 mEq:‘L){z) YWIALTTY 5 ﬁ@‘ﬂq{i

2.3 MAUSUTTY Uﬁﬁgluqdwmaﬁn Ambu-Flex lil uazdinaindn 1 T

A 1 L et Qs = O ﬂ" A =
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3. AMANLAYNINALKA
-~

N

3.1 Finish product specification"

1. ldentification ﬁi’mphumm‘?‘;‘i:qlu Finish product specification

2. YRInmarendeny
- Dexirose
- Chloride {as NaCl)
- Calcium Chloride dihydrate
- Magnesium Chiloride hexahydrate
- Sodium Lactate

- Sodium

asaaduaInfiszyLu Finish product specification

3. Appearance of solution

@379¢6"% (Clear)

4. pH

mﬂaﬁhu@wﬁli:qh Finish product specification

8. Hydroxymethyifurfural

amyariuenyfiszylu Finish product specification

(w1958 Yasm)
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3.1 Finish product specification' (sio)

o e

6. Particulate contamination @ﬁw"m

- 2U79 > 10 pm Tlailfin 25 eyma/ml

- 1WA > 25 pm G lifin 3 eymeimi

7. Extractable Volume ATIVHIU

8. Sterility test AIIHIU

9. Bacterial endotoxins ﬂswmu@ﬂuﬁs:qh Finish product specification
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2. Drug substance specification #2130 nluTinmzsiuasvia drug substance w3aluieme drug substance 283
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a. Nam‘msw%mﬂ:ﬁﬁnmmw 81 1wluay Finished product specification Wez Drug substance specification
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1 Elm'i'?ll 4 Peritoneal dialysis solution low calcium (2.5 mEg/L)
with 1.5% dextrose, 2 Litre/Bag
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1. #awn Peritoneal dialysis solution low calcium (2.5 mEqg/L) with 1.5% dextrose, 2 Litre/Bag )

2. aanweria by

2.1 3uuy usssemounsnnidels BiE Wimiudelansraaias
2.2 goudsznay  TwanTazane 100 mL Usznausdas Dextrose, Hydrous 1.5 gm, Sodium Chioride
538 myg, Sodium Lactate 448 mg, Caicium Chloride 183 mg, Magnesium Chloride
5.08 mg (Na 132 mEg/L, Ca 2.5 mEg/L, Mg 0.5 mEg/L., I 95 mEqL, Lactate 40 mEq/L)”
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3.1 Finish product specification™
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2. USinmudaendnty 7K TUaaTI9zY s Finish product specification
- Dextrose

- Chloride {as NaCl)
- Calcium Chloride dihydrate
- Magnesiurn Chloride hexahydrate

- Sodium Lactate

- Sodium
3. Appearance of solution #5394 (Clear)
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3.1 Finish product specification' (da)

6. Particulate contamination ATIEU
- 19 2 10 pm Tlalifiu 25 aymasmi
- W19 > 25 pm HliAn 3 ayma/mi

7. Extractable Volume NIV
8. Sterility test ATIEU
9. Bacterial endotoxins NMT 0.25 IU / mi
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&
NN 5 Tacrolimus 0.5 mg prolonged release capsule

muﬂ*sznmﬁ'aw‘i’aquam%mﬁ

1. gamn Tacrolimus 0.5 mg prolonged release capsule

2. amasiarialy
2.1 guuy lwnilaumles gﬂuuuaanqnffmu {prolong-release capsule) FMTLTUUTTNH
2.2 d@mbizney  Usznauaandaen Tacrolimus 0.5 mg 14 1 e
23 mmuzuTsy  urrewasseafifiuuvlans wle blister pack Uastunnaduld
24 amn - mﬁam fudsznaudendrdpuszeunT Tunda i’uﬁ"umq \ntfine wazim
naaudrTom ‘H’adw%’wwwuuﬁgﬁmﬁ
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3. AnANTANMIINawG

3.1 Finish product speg!_ﬂcationm

1. WSnmamag

; - - L
ﬂ':':%muﬁ’mm:i_‘llu Finished product specification

2. ldentification test

| .
9973 %A171751 LU Finished product specification

3. Dissolution

a7 waTIsEYy L Finished product specification

4. Uniformity of dosage units

#339ehua 7723l Finished product specification

5. Related compounds / Impurity

amrwrumafiszylu Finished product specification

2

3.2 Drug substance specification : Tacrolimus
_ Testitems e usesy AR
1. SSunmdmng 98.0 - 102.0% of the L.A of Tacrolimus (on the anhydrous and solvent-frae
basis)
2. Identification AT IN

3. Spacific optical rotation

-110° to 115° on the “as-is” basis

4. Water NMT 4.0%
5. Residue on ignition NMT 0.1%
6. Heavy metals NMT 10 ppm

7. Organic impurities

Procedure 1 : when impurity profile includes
- Tacrolimus methylacryl aldehyde

- Tacrofimus diene

- Tacrolimus impurity 1

- Any individual unspecified impurity

- Total impueities

tacrolimus methylacrylaldehyde and tacrolimus diene
NMT 0.2%
NMT 0.2%
NMT 0.2%
NMT 0.2%
NMT 0.3%
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3.2 Drug substance speclfication : Tacrolimus® (G'IB)

Procadure 2 when the |mpunly profile mcluldes ascomycein, desmethyl tacrollmus tacrollmus 8-ep|mer
and tacrolimus 8-proopyl analog

- Ascomycin 19-epimer NMT 0.1%

- Ascomycin NMT 0.50%

- Desmathy! Tacrolimus NMT 0.1%

- Tacrolimus 8-epimer NMT 0.15%

- Tacrolimus 8-propyl anatog NMT 0.15%

- Any individual unspecified impurity NMT 0.1%

- Total impusities NMT 1.0%
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2.2 nsdiniwenindronsosane Hrandasfiianasiusannaspuwmaniasaansninmaiuas
M@ TINEAL) GMP PIC/S (Pharmaceuitical Inspection Co-operation Science) Taumiaeau PIC/S
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