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AMANBALIANITYDIYN
Gemcitabine 1.4 g/36.8 mL concentrate for solution for infusion, 36.8 mL vial

1. ¥a81 Gemcitabine 1.4 g/36.8 mL concentrate for solution for infusion, 36.8 mL vial

2. ruantAnaly

2.1 guuuu

2.2 duusznau
2.3 NMYULUTTY
2.4 aan

Huansavansla Unaanide dmsuda

Usznaumiufign Gemcitabine 38 mg/ml
UsiqlunW%uSUiiqmﬁmﬂsmmnL%ua 36.8 mL/1 vial

- syyBoen dulsznousendidyuasauuseiundniudueegauiings

waziaungideuiiue iegnedniauuuussysiue
- UUAYUTUTIYN0E NTUBUADITEUYBYMTBYDNINSAEINYTENDULAE
YUINANNUTIVBIENAUINGN LA D TR 9 TnLIY

3. AruanUANIanaia

3.1 Finished product specification:

b} Test Items Specifications
1 | Identification Complied with finished product specifications
2 | Assay 95.0-105.0% of the labeled amount of gemcitabine
(release)
90.0-110.0% of the labeled amount of gemcitabine
(shelf-life)
3 | pH 7.0-9.0
4 | Related substances Release Shelf-life
- Cytosine* NMT 0.1% NMT 0.1%
- Ol-anomer** NMT 0.1% NMT 0.19%
- 2’ Deoxy-2,2’- Difluoro B-uridine NMT 0.5% NMT 1.0%
_ Any other impurity NMT 0.1% NMT 0.2%
- Total impurities (excluding B-uridine) NMT 0.5% NMT 0.5%
5 | Bacterial endotoxins NMT 0.05 USP endotoxin units/mg of gemcitabine
6 | Sterility sterile
7 | Particulate matter - Size > 10 pm: NMT 6,000 particles/container
- Size > 25 pm: NMT 600 particles/container
8 | Volume in container Meet the requirements
* 2(1H)-Pyrimidineone, 4-amino
** 2’ — Deoxy-2’s, 2’ -difluorocytidine (Q -isomer)
N33UN1T
Lo £ N A (. I AR

GPU 1265042

(Wey. ATy Wadgaw)
[V2602]

(Y9150 I

(ney.01nAT UTA)




3.2 Drug substance specification: Gemcitabine hydrochloride (USP 42)

) Test Items Specifications
1 | Identification Meet the requirements

2 | Assay 97.5 - 101.5% of gemcitabine hydrochloride

3 | Specific optical rotation +43° to +50°

4 | pH 2.0-3.0

5 | Residue on ignition NMT 0.1%

6 | Organic impurities
- Cytosine® NMT 0.10%
- Gemcitabine Q-anomer®® NMT 0.10%
- Any individual unspecified impurity NMT 0.10%
- Total impurities NMT 0.20%

7 | Bacterial endotoxins NMT 0.05 USP EU/mg of gemcitabine

@ 2(1H)-Pyrimidinone, 4-amino-

@@4-Amino-1—(2—deoxy-2,2—diﬂuoro-G—D—erythro-pentofuranosyl)—Z(1H)—pyrimidinone.

winewe - nsdifivansouudinsiiu (waive) n1smsrvaeuliasgidasienslalitunanaonarsudngiutenani
Ieisuoyifiaae

4. Feulvdy 9
4.1 wnansnsldsuaygniunadeuiiuenies mirelulsanelne uazdune (declare)
WAEINEAR
011 luddgmstunadousiue (me.2 ve.3 ne.6 wie 62 udusingd)
412 iwetunsdou vie.1/u.1 vewriauesn wisuTwazdaitonsmuay
AN MBHART el AiTuneiTu (finished product specification) uag
Termuaguamvesingiiu (drug substance specification) n3diflagsening
msAsuuUasAlufisidiy asfosuuienarsnisveudle (s.5) swdox finished
product specification waz/13e Drug Substance specification
4.2 1BNANTTUTWNATFIUNTHEN N
4.2.1  nsdifewanludsemelng fudndesddunamaenidoiusomnnsgunsudn
IMUVENINAITISNSAIRIUNSKAREN PIC/S (Pharmaceutical Inspection Co -
operation Scheme) Tagnuaee U PIC/S participating authorities ¥Saiilanans
fusewnASIUNSNARLLMANINATILAE T NI TIR U SRR YesdTinaIY
ANYNTIUNITOIMTUALE NTENTIATITUAY Farmustulaefimudenndes
wagvineutundninaminagisnsialunisudne PIC/S lumnneiiauonne
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WnNaeTIENSARLUNISKAREN PIC/S (Pharmaceutical Inspection Co-
operation Scheme) lngntasau PIC/S Participating authorities aUuanganiu
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MADADILTNULAILANTE

4.3 L@ﬂ?l”l'iQiUﬂ”l‘W‘UENiJ’\ﬁLﬂU’e]S’]ﬂW

4.3.1

432

4.3.3

434

4.4 7798198
4.4.1

HANINTIVIATILNAUNMMKEN T VRENER (Certification of analysis of
finished product) Iuaﬁiuﬁddﬁ’saé'ld
HANTIATIRRUNMIngAUYBITIEIEATY (Certification of analysis drug
substance) fililunisudneguiidaduiogwiwesduaneuasndn ingiu
enavIevanguBuduAuAINUS ST NTUMINAn VeI IngRuYaIRIEddYy
(Drug substance) 98 4.3.2 ffujun1sndnvardnsiaeidniagy (finished
product) 99 4.3.1

NaN13ANY Long term stability @14 ASEAN guideline on stability study of
drug product maammqmqmmmﬁlﬁ‘ﬁumLﬁauﬁﬁua‘l’wﬁnmuﬂmzﬂisums
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4.5.1
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Practice) Wag GDP (Good Distribution Practice) lneuansionasusznau (I
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4.6.1 lunananansIaIAsIeyt Elemental impurities class 1 (Cadmium, Lead,
Arsenic, Mercury) %588l Risk assessment report for elemental impurities
£1999A3LNY ICH guideline %38 US Pharmacopoeia

4.7 giauesa (§ve) fuganliunidndygneunsuimundsil

471  nsdanmsduasaiinnsieinnnsinermaninmaumgvoesufuanisild
1MS§ U ISO/IEC 17025 wan1snsa9dnseilaidulumunnsgrudenivun

072  nsdindndurieeinidgnidonifuiusnieswmanlnedinnuanznssunisems
wazelurrenavesdyg iriosine

073  nsdimudgmamamannuaniusinetvdmasoysyansuauazmiulasadesie
Fuaeldzuen

4.8 wheensveanuans Wiuinsumaniusioiuss iignisenifiuAulagdninnu

AEASSUNNTEISHazenluszezIaT 1 UnawluiuenalsiauasnAnNsIngensat
5. N15UsEUANUSEaANSNAINEDI1A1 (Price Performance)

188z UALAAIDNATTAIUNANUTLEUUSEANSAINABIALUUIN

HIUNITFUTDIAMIZNTTUNTAMANBULIANIZVDEN

Gemcitabine 1.4 g/36.8 mL concentrate for solution for infusion, 36.8 mL vial
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5.nunUseliuUseanSnnmasian (Price Performance)

Gematabme y 4 g/36 8 mL concentrate for solution for mfusnon 36.8 mL vial

FauUsmdnuasdinazuuy
AauUsuan iwiinAzuuy
1. 57Ailiaue 40
2. 1013 IUVRIAUAMTOUINS 55
3.N13U3MINGINTUE 5
savanun 100
faudswiindl 2: wnsguvesBuduEeuings (azuuuiia 100)
fuls509 Uminaziuy
111959 UHERNSTU9 60
20055 URNS 20
3 prauiFnseUsleminensuf iR 20
Rt 100

a o

1.672uU55997 1: YIAIFIUNANN U (ﬂxuuumu 200)

100 60

1.1 ms3usesRunvamansine (@ 1 Tu 5 Aziuudn 100)
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