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1. foen Alteplase 50 mg powder for mJect on

2. quantavialy

2.1. Uuuy Hhiendausiamnide dnvasnauidomtdmdose
2.2, @mlsznau  Usenauaiedien Alteplase 50 meg fiavia wianfvinagats 50 ml 1 vn
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3, pauauUan1umaiinvas Finished product

pansasanssinuaulunn finished product specification Gelsannandousia
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9 Test items Specifications

1 | Identification - Complied with finished product specification

2 | Assay - 95.0-105.0% of the labeled amount of Alteplase
3 | Clot lysis - 45.0-60.0 Unit/vial

4 | Bacterial endotoxins - Not more than 1 IU/ml

5 | Sterility test - Complied with finished product specification

6 | Uniformity of dosage units - Complied with finished praduct specification

7 | pH - 6818
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i) Test itemns Specifications
8 Water content ‘ - Not more than 5.09%
9 Reconstitution time - Dissolve in 2 minutes

10 | Single-chain rt-PA determination

60-100%

11 ! rt-PA monomer determination

Not less than 95.0%

12 | Particulate matter

Complied with finished product specification

ol : = s wal
vianemg - nIdifanaleuniensiiu (waive) minsiadgeudiaseisienisle idutanandns
wangumnanalaiuayitanag

4. [ouladu 9
il

Lﬁuﬂiﬁﬂﬁﬁlﬂﬂﬂua'}Lu’iﬂWWﬂﬁﬂté}ﬂﬁ’]i 'W'i%)llﬂ\'iﬁWEJJJE)‘ﬁ@'ﬁU'iE]QLBﬂﬁTﬁIﬂEJEE 191117 T18azden

=t

‘Uy
=]
U

3

WARIWES

as & o o A e | v )
1 enansnisasvasuaedungieumsueiiodmbelulssmalnouazdiuns (declare)

4.1.1  Tuddagnstunzidoudisuen laun ve.2, ve.3, ned w50 8.2 wdiuansel
4.1.2 luA1gaduvzilou ve.l v5 0.1 vaeefiEuasian wisuTwazmihdan1smUL

a  w & A& =t - . . ¥ o
ANTRYDIHARNUNAIVITUNEIUE (finished product specification) wazvamuum
Qs a N . 4 e ! t < F
AunwIRgAY (drug substance specification) nsgivegsyninansiasunawnly
WufnasaouuuenasMsveaunty (8.5) wmieu finished product specification
Waz/139  drug substance specification lmegwaudluneuiuussnialszmaian
slansetind wavliiiu 2 ¥ o SulssmaUsznasmBidnvseiind

ABIENTIUNTTIIVUARMATSMZRL LAY TS IDEAYIE

o
((‘1 mﬂ\i %QWH?
3h] diJ ...................................................

('tﬂ!ﬂﬁﬁ\{% fﬂﬂ‘:‘

4
a¥d. ...

{'LJ'Nﬁ'NU’N fiuad )

n33Une

REFFEENEY)

A37HNNT

SN0

NN

) (L
3L 2 et USRS OPRORRRON NTIIATS
(wiedsuva \ndnanady)
. \
BATD .o e é"‘/ ................................. nssnag
(wmamdiysddoua)
LT N A e AsIHNAT

AIT0. e eSS ATINATT

A0 N B e ATTUNTT
(mudmmu mﬁmw.ﬂ‘s)
AT OL % e NITUNTSUASHTILAYIYANT
(maaqumﬁ Sunsduni )
o (7]
awaw ..................... NSTHN T T AU NS

(et uAwsyna)
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621 nsdpmdniulsamdlne ErA9fDlleNA1ITUTEWIN TN SHAR B IANNIT
WasTEN1IRLUNNSHEREN PIC/S (Pharmaceutical Inspection Co-operation Scheme)
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Epoetin beta 5000 iuw/0.3 ml otuflon'for m)ectlon 0.3 mli prefilled syringe
3 (. .

P . . , .
1. va81 Epoetin beta 5000 iu/0.3 ml solution for injection, 0.3 ml prefilled syringe
2. aausuEna bl
2.1 yuuuu JusndaunannitedmivdadnldfomlmIovasndond

2.2 @ulsznoy  Useneumadien Erythropoietin beta 5,000 1U Tut3unng 0.3 ml
2.3 MUUBUTTY sm,ls'ﬁﬁﬂum‘uusm'ﬁ@mﬁmﬂ‘s%mnﬁafﬂﬁm Prefilled syringe
2.4 28710 “seyfionn daudsenaufionddty ansuss Juudn Sudueny woiinge
uithgnaauasiaanziieuiiuelidamulnguuussgdoe
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3. AuanUAnIaunaiinwes Finished product
ransmsoleTziunmilunm finished product specification dsldaemzliouse
AINUANENTINNTOMITUAYEN NTENTIEITITUATY

40 Test items Specifications
1 | Identification - Complied with finished product specification
2 1 Potency - 80.0-125.0% of the labeled amount of Erythropoietin beta
3 | Bacterial Endotoxins | - < 2.0 EU/1,000 IU.
4 | pH - 7074
5 | Sterility test N LIAR
6 | Particulate matter - Size 2 10 Lm not more than 6,000 /container
- Size 2 25 Elm not more than 600 /container
7 | Extractable volume - Complied with finished product specification
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4.3.1 waminTnlensiguamsiaiusiedniaguvesgudn (Certification of analysis
of finished product) Tugniuitdsdiuiatis
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3.

'tamme 70 iu/1 mL suspension for injection
}\fryla'ée
Foen Insulin aspart 30 iu/1 mL + insulin aspart protamine 70 iu/1 mL suspension

for injection in 3 ml cartridee

. auaudanaly

2.1 guiuy Hudeurunznsulnenide g
2.2 dudsznay Usznaunie Insulin aspart $888% 30 Wag Protaminated Insulin aspart
fovax 70 leailUSunammududu 100 1U/mt Tudiunaes 3 ml
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18 Test items Specifications
1 | ldentification test - Complied with finished product specification
2 | Assay - 94.0-105.0% of the labeled amount of Insulin aspart
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da Test items Specifications

3 | pH - 7.20-7.44

4 | High molecular weight proteins | - Not more than 0.9%

5 | B28isoAsp insulin aspart - Not more than 1.0%

6 | Desamido insulin aspart - Not more than 1.7%

7 | Total Impurities - Not more than 1.3%

8 | Zinc total - 16.4-22.9 ug/ml

9 | Metacresol - 1.58-1.89 mg/ml

10 | Sterility test - Complied with finished product specification
11 | Bacterial endotoxins - Not more than 80 1U/ml
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Lercanidipine hydroghl‘om cﬁf\f);//g/ﬁlm coated tablet

T £

o Lercanidipine hydrochloride 20 mg film-coated tablet
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2.1 gluuy Wueniardeuiiduiinulsen
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) Test items Specifications

1 | ldentification Complied with finished preduct specification

2 | Assay 95.0-105.0% of the labeled amount of Lercanidipine

hydrochloride

Complied with finished product specification

3 Dissolution test

4 | Uniformity of Dosage Units | - Complied with finished product specification

5 Related substance

Complied with finished product specification
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