AMANYUZIANIZYDIE

Insulin human 30 iu/ml + Isophane Insulin 70 iu/ml suspension for injection, 3 mU/cartridge
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Sodium chloride 900 mg/100 mL solution for infusion, 1 L bag (GPU 801522)
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6. Particulate matters ATTINTY

7. Iron Not more than 2 ppm.

8. Heavy metals Not more than 10 ppm, based on the amount of NaCl
9. Volume in Container ATINIL
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Sodium chloride 900 mg/100 mL solution for infusion, 100 ml bag (GPU 698204)
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6. Particulate matters m’:ﬁ]mu

7. Iron Not more than 2 ppm.

8. Heavy metals Not more than 10 ppm, based on the amount of NaCl
9. Volume in Container ATV
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Epoetin alfa 4000 iu/1 ml solution for injection, 1 mL vial ( GPU 736908 )

#9871 Epoetin alfa 4000 iu/1 ml solution for injection, 1 mL vial
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Finished product specification

1. Characteristics (Appearance) : Clear, colourless, and transparent solution and free of visible
particles
2. pH 16674
3. Particulate contamination -Size 210 Um  : < 6000 particles/container
sub-visible particles -Size 2 25 lm  : < 600 particles/container
4. Extractable volume : Not less than 1.00 mL

(Cell based bioassay)

| 6. Bacterial endotoxins : < 201U /10,000 U
|
| 7. Sterility : Sterile
8. Identification : The immunoblotting shows a diffuse major band

corresponding in position to the major band obtained from

reference solution

| 9. Dimers and related substance of The immunoblotting shows any high molecular weight bands
higher molecular weight not more intense than 2 %
(Aggregated protein) 4
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|
5. Potency Assay : 80-125% of stated potency
Epoetin alfa 4000 iu/1 ml solution for injection, 1 mL vial ( GPU:736908 ) ( ver.12.68)




10. Protein concentration : 2-3 mg/mL of albumin
BI aw material specification

1. Identification : Meet the requirement

2. Protein concentration : 80 - 120% of the stated concentration
‘ 3. Dimers and related substances of : < 2.00% of dimers and related substance of Higher Molecular
| higher molecular mass Mass

4. Sialic Acid : 2 10 mol/ mol erythropoietin

5. Bacterial endotoxins : < 201U per 100000 IU of Erythropoietin

6. Biological Activity - Estimated potency between 80-125% of the stated potency

> 100000 1U/mg
- Confidence limit (P=0.95) between 64-156% of stated

potency.
| 7. pH 166-74
| 8. Purity : > 98.00% of main peak
9. Host cell-derived proteins 1< 040 %
10. Host cell-derived DNA : < 10.00 ng / dose

Raulydu
1Ldunamoienansmsldsusuginiunsloumiveniiosmirgluusmalnouasdiuns (declare) idsdn
1.1 luddynstunsdeuimen me.2 vie.3 . wSe 0.2 udwdnsd)
1.2 ludwetuneidoue vu.1 w3 6.1 v iauesiad wiauneagduaiiionismununnnwuewdndoe

P =i = " . v o o e r . -
AunYuvzLUsu (Finished product specification) Wagan1muananWUBTINgAU (Drug substance specification) N5

' =i - - v v o aps =
2g sevinamsilAsundasuAluiufuasassuuuienaisnisvanily (8.5) uniaw Finished product specification wag/

¢
n3 8 Drug substance specification Tagvoudlunauiulseniauszninsiadiinnsaiing uarliiiuy 2 U i Suusenim
Usgninnmddinvseing

2. (ENANTTUIBAIATIIUNTHARY

| 2.1 nediftendlulsemalng franFesiiduunnmeevisdoiusennasgumsnany mLmdninasiayisnsi

lunsuEnen GMP-PIC/S w3 1nmsgIunsuang smumanunnsiuay 8nsinlunisnanenveseninuanenssunsems
ua'san n3ENsa11Ta dadmuntulaslinuasandesuasinifisufundninasiuarinsialunisndne
Pharmaceutical Inspection Co-operation Scheme (PIC/S) lumunsendiaues atuaigemuseunisasinaeulaeiing
asuseasdeiulsemalsemasimdiinnsating
2.2 nsdifidusmindhannsheUsana fudadadduunamareniideduseanasgumsudasmuvininusiuas
FrsAdlun1swaner GMP-PIC/S wia current GMP (cGMP) vaeswagnanatuaganuseuntsnsaaoulasiinanis
%"U‘!imﬁ-ﬁuﬂizn'lﬂﬂ‘izmm‘iﬂmﬁl.ﬁﬂwiaﬁﬂﬁ
| #
o

rrrreen WIEBTUNTTUNTG

/

ok

ssressesanssel VOABITNFVRE conrssiibarbosssssassasssonisosksasusinar ATIUNTT ... e NITIHANS

(uWannean Beaiusa) (upUsEaIu ouuiue) (wednwee InaedysTmm) {(unannignsu MAvszaw)

Epoetin alfa 4000 iu/1 ml solution for injection, 1 mL vial { GPU:736908 ) ( ver.12.68)
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Epoetin alfa 4000 iu/1 ml solution for injection, 1 mL vial ( GPU:736908 ) ( ver.12.68)
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Sodium chloride 900 mg/100 mL irrigation solution, 1 L bottle (GPU 789504)
Tsanerunauneses

%981 Sodium chloride 900 mg/100 mL irrigation solution, 1 L bottle
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1. Identification ATITY
2. YSuusiaendfiy 95.0 — 105.0% Labeled amcunt Sodium chloride
3. Sterility test AIIMU

4. Bacterial endotoxin ~ NMT 0.5 USP Endotoxin Unit per mL

4. Volume in Container  AI5I9H1Y
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Sodium chloride 900 mg/100 mL irrigation solution, 1 L bottle (GPU 789504 V: 12.68) Page 1of 3
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