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

1. #9871 Gemcitabine 1.4 8/36.8 mL concentrate for solution for infusion, 36.8 mL vial

2. gruantAaly

2.1 Juuuy

2.2 dylszneu
2.3 MYULUTTY
2.4 aann

Huansazaela Usaenide dwuie

Usgnaumesien Gemcitabine 38 mg/ml
‘u':'s'i;'lunwu:msqmﬁmﬂsﬂﬁmm%a 36.8 mL/1 vial

- seyBeen dnusznoufedguaranuusyiundaiuduigiauinge

wazgiarneileushsuenliegreadniauuuussyium
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3. AuauNUANIumAila

3.1 Finished product specification:

D) Test Items Specifications
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 0.1%
- 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
NIIUNT J
Lol ]m“ﬂ” ................ T . S S, TN A 0. 7200 ...
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8 | Volume in container Meet the requirements

* 2(1H)-Pyrimidineone, 4-amino

** 2" — Deoxy-2’s, 2’ -difluorocytidine (O -isomer)

3.2 Drug substance specification: Gemcitabine hydrochloride (USP 42)

L) 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 Ol-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

3\ N\

@ 2(1 H)-Pyrimidinone, 4-amino-
@@ 4-Amino-1-(2-deoxy-2, 2-d1ﬂuoro-a—D-e:ﬁ;@o-pemofuranosyl)-2(lH)-pyr:mndmone

waewmg - nsdifisanzdouudanisiiu (waive) msanadeviaseidersnslalidulansionarsuangiudaina1ni
nsuayiisnne

4. Jouledu 9
0.1 wnansnsldfueygatunseuiiveiesmmingluusemelng uazduas (dectare)
UMEINER
611 Tuddymstunsdousiiuen (me.2 vie.3 ve.d vie 82 udusnsel)
612 ludwetunsifou e.1/o.1 veserilauesia nieueasdemidensniugu
ﬂmmwmmuﬁmﬁmﬁmuﬁ%umuﬂau (finished product specification) way
YafimuanuA nYesingAu (drug substance specification) nsdifiegseming
mswasuuvasudlufiudy adeauuuienarsnisveudly (8.5 umieu finished
product specification wag/%30 Drug Substance specification
4.2 lNATIUTBIINTFIUNTHAREN
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4.2.1

4.2.2

nsdiewanluUssmelve grandesdidiunamaenisdesuseswnnsgiunisndn
GV NINETIENSARLUNSHEREN PIC/S (Pharmaceutical Inspection Co-
operation Scheme) lnanuae91u PIC/S participating authorities n3adienans
FUTRMRTHIUNTHARB M LVENINNe AL IS M STRUNINARL B ANy
ARYNITUNITOIMTUALEN NTTNTETITUEY Fahmuntulaeiiniuaenndos
wasafisufundninasivasiinsiinunsuanen PIC/S lumnneiiiausne
atuaganuseunsesivasulneiinansusesieuiusemesenansmdidn
Tnstnd

nsdiifuemindnannmeUsema nandeafiienarsiusesnsgrumsnaneina
waNINATISNSTRLUNSHAREN PIC/S (Pharmaceutical Inspection Co-
operation Scheme) Inemineau PIC/S Participating authorities aﬂ"l.lﬁ"aqmm’m
seumsnseasulneiinanissusestiviuiivsenialszninsadidninsiindvse
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431

432

433

434

4.4 79871981
441

HANINTIVIATIBRAUNNNENSTTIVBIHER (Certification of analysis of
finished product) lug1{uiidsiretis
NaMTIATIERANNNINgAUYBIIENEATY (Certification of analysis drug
substance) Mdlunsuanenuiidadufetwimesuansuwasiuaningiu
lonasnsenang uBuduaudIius TEmINgUNMSKARYeYIngAuYeIEdE Ay
(Drug substance) 40 4.3.2 Augunsnanvewdndueidniagy (finished
product) 98 4.3.1

NanN15AN®T Long term stability @11 ASEAN guideline on stability study of
drug product maamhamqmaam*ﬁ"l.ﬁ??umLﬁ'auﬁﬁ’uﬁﬂﬁmmﬂmamsumﬁ
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4.5 MIUTLNUANNINE VALY

4.5.1
4.5.2

453

gfidanaudpsiongldlaliesndt 1 U 6 Weutuanudwey
gmnnafidwey dpsdsdunnmeeluiussmanisnsnliaszieiuiids
uoY

nsdifimbesmsyhnsduiegseiduweuiiiedsnmaiinevinunin e
swmsahmiidedosvaiietng lnefueasdosdeniudnausuuiinioe
swmsawmnsinngitandudiuiaveualdeminetedunmssinss

(wey.gwssel qean) (ney.gaudnual $9de1nsalind (g5 unSseney) (ngy.o1nAs Mued)

GPU 1265042

[V2405]



A nsdivmuhelidulunmuaudnuugiaws mheswnsveanudnshi
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454  frwasdosiudsunidenlndmineny viadlaiianisidenanimseysens
o 9 Aoufmualaglifiteuly
455 szuumsiivuagdndeeniildinnsgiunuvaninnel GSP (Good Storage
Practice) uag GDP (Good Distribution Practice) lnsuanaenaisusenau (I
uanaeNasTlATUNITUTBITELY)
4.6 1onasBu
4.6.1 luuanmwansaviAsIent Elemental impurities class 1 (Cadmium, Lead,
Arsenic, Mercury) %393 Risk assessment report for elemental impurities i
81989191 ICH guideline 38 US Pharmacopoeia
4.7 fiauesim ({u1e) Busenlisnidndygnounsuimuadsd
471  nstamsdurITieTsiiEnnaivemanimsumuiefesufuRnsils
UMY ISO/IEC 17025 wan1sasavdaszsiliidulumusnasgudorivue
472 nsdindndusieedadgnidoniuiunniemaalasdinnuangnssunisenns
wazenlutiavesdtygsdoszes
073  nsdiwulymaunmainudndusinetsdwmasoyssavsnatazannasndesie
fheRlduen
4.8 MheTIYMITeANUANS liuRnsansanfusifiiuse iRgnieniiuAuledninny
AnznssumMsesuazeluszziam 1 Uieuiufuenansiavenimmsdadonsail
5. MsUsiliuA1UsEAnSnnaes1An (Price Performance)
sazBauaniona TN sTiusEAVEMwRDTIATILLLIN

N'"l'ums%"u'saaﬂm::n‘ssum‘sqmé’n‘umsmww‘uaw'l
Gemcitabine 1.4 g/36.8 mL concentrate for solution for infusion, 36.8 mL vial
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5. nau9UsdiuUsEAnSn 1WAl (Price Performance)

Gemcitabine 1.4 g/36.8 mL concentrate for solutlon for infusion, 36.8 mL vial
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