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Alteplase 50 mg powder and solvent for solution for injection/infusion
(GPU 654726)

1. %oen Alteplase 50 mg powder and solvent for solution for injection/infusion

2. AuautiAvialy

2.1 guuuu

2.2 dulsenau
2.3 MYULUTIY

2.4 287N

3. AuauUan

\Jurae13uiuy lyophilized Usieannidie dwdudadmasaidons

g3 UlInaneIuUIn 50 ml

Tu 1 90 Usznaumeien Alteplase Usu1ad 50 me
v
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Han1In5I93Aswinma mIuluay finished product specification wag drug substance
specification 181989 nndussuatuiioaiu Feldanzidourenmznssunisemsuazen nsenge
asnsaugy il indviuiildgsdseaduatuiiisuwinielminiuasgundasifuladsunis
AMUUSENIANSENTNAGITUEY 1309 s3yiifuen @UUT 2) wa. 2562 asiufl 3 nangiau 2562 (as
Us::n'lﬂ'luiwﬁwmmnmi’uﬁ 26 nINIAN 2562)

3.1 Finished product specification

k) Test items Specifications
1 | Identification Meet the requirements
2 | Assay*
- Biological potency 90.0 - 115.0% of the potency stated on
the label in USP Alteplase Units
- Proteine content 95.0 - 111.0% of the total protein content
stated on the label
3 | Uniformity of dosage units Meet the requirements
4 | Percent monomer Not less than 95.0%
5 | Single-chain content Not less than 60.0%
6 | Injection and implanted drug products | Meet the requirements
7 | pH 7.1-175
8 | Water determination Not more than 4.0%
9 | Bacterial endotoxins test Not more than 1 USP Endotoxin unit/mg
10 | Sterility tests Meet the requirements
B N Manen. L YRR . A““‘“ﬂmﬁﬂ .........
wBuEdeLAng anun wndunsivney yysssy Wndunsviu sisulnyy
Uses1unssunis NIUNT NF5UNNS
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U9 Test items Specifications

11 | Biological reactivity test, In Vivo Meet the requirements

12 | Particulte matter

- Particle size > 10 micron Not more than 6,000 per container

- Particle size > 25 micron Not more than 600 per container

8L

“iyd Assay [Wudoyaua Shelf-life specification

vat® Uniformity of dosage units Tiiuutenasuansseasideananisnsiaimseyt minillduds
seoasdoaidusuagliluly coa

nsdifiamzdouudsnsiiu (waive) msnmaaeuiinssisionisls Wuwansenaswingiu
fanamilésuayiiise

Drug substance specification #a15u131nluAiAsIziaudn drug substance wialuiiAszi
drug substance vefindnendniegy atulnatuwils dudimsasiefinsedasuyndedidmue

Rouledy

v { 3 1 2 d a . Yai o = .7 n‘l}
KiauesIAAdudLuInmEELNENT wisuasaeiiotoiuseuand1slauRNe 1w TeasiBunnall
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(3)

(8)
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3.1 HAMIATIAAATIERRNAINHER A Ueiu1d 1T 93ULeENER (certificate of analysis of finished
product) Tugnjuiidaiuioeig

3.2. HAMIATIVIATIZVAUNIWINGRUYDIFIB1EAYY (certificate of analysis of drug substance) g
‘lumimﬁmmiuﬁ'ﬁwﬂuﬁaathﬁ‘:wmﬁwﬁmamazcgwﬁmi‘mqﬁu

3.3. enasvsevangiududuanuduiusseninsgumsninvesingfiudienddty (drug substance) 1o
3.2 fugumswiinvasadndueiendniagy (finished product) ¥ 3.1

3.4. wan1sAnw long term stability maaﬂﬂwmqmaamﬁ%’wmﬁﬁulﬁ'ﬁ’uéﬂﬂ'ﬂmuﬂmxﬂsiumimmi
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ARIANYULIANIZYDIEN
Phenytoin sodium 100 mg prolonged-release capsule
(GPU 313257)
1. Fown Phenytoin sodium 100 mg prolonged-release capsule
2. auauUAnaly
2.1 jUuuy Wueudinguuuu prolonged-release wfinfusznu
22dwUsegney a1 uauta Usznaumesiagn Phenytoin sodium 100 mg
23 nupussy  ussghunivusleaiin Joefummiity u,awisqﬁmsﬁﬂaqﬁ’uLLa\masmW%u
2.4 aa7n - spyiiosn dussnoumenddiyuazmiuuse Jusdn Yudueny laviindn
uaztaunziouinfuenliagndalauunu ST
- vumwuzusTIEIegaaedosssylosmisteniimsdn dauuseneufend iy
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3. anauUAnIamaie
HansnsavAT R wduluau Finished product specification waz Drug substance

q
o o U =

specification fige3eanindusifuatuifentu Jsldaanuidousonmenssunisenmiswazen Nsensis
ananay vl indudnfuiildsrdeteaduativiifiouvimielmindumsgrundusiisuladsunds
AUTENANTENTIANEITUAY 1599 P AT R EAVEY (atfudt 2) w.a. 2562 aetuil 3 nsngIAL 2562 (A
UsgmelusiAvangununiuil 26 nangnau 2562)

3.1 Finished product specification

D) Test items Specifications

1 | Identification Meet the requirements

2 | Assay 95.0 - 105.0% of the labeled amount of
phenytoin sodium

3 | Dissolution time Meet the requirements

4 | Uniformity of dosage units Meet the requirements

5 | Organic impurities

- Phenytoin related compound A Not more than 0.5%
- Phenytoin related compound B Not more than 1.0%
- Any individual, unspecified Not more than 0.2%

degradation product

UYL

- 9778 Dissolution way Uniformity of dosage units TWuuutanasuanIs1uazidsnnan1snsia
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Drug substance specification R315019nlUAATILVRERER drug substance n5BlUAATIEN
drug substance vosanedSagU atilaatunis Fdimsmsredinsgiasunnidediimun
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3.1

3.2

3.3

3.4.

HANIATINNATIERAMNINRERA M8 1d 15 93UvaegnER (certificate of analysis of finished
product) lunufidaduinotig

HaN13MTITIATIERRUNWIRAUYeFIadFYy (certificate of analysis of drug substance) 71l
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