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Metformin Hydrochloride prolonged-release tablet 1000 mg

1. Foen Metformin Hydrochloride prolonged-release tablet 1000 mg
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2.2 dauusznau Usznausaasiae Metformin Hydrochloride prolonged-release tablet

1000 mg Aaidin
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3 wlian a Einished Produci

3.1 Identification test : ma%dwumuﬁssq’lu Finished product specification

3.2 Label amount: 90.0-110.0% of the labeled amount of Pravastatin

3.3 Dissolution test: m’aﬁ)mumuﬁlisq'lu Finished product specification
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Metformin Hydrochloride prolonged-release 1000 mg
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o w

g1dAny (10 AzuuL) uazndndngiednsagy (10 Azuuw)

a

1.3 wangauamunmMNsANEIAMUALN (Stability data) 10

1.4 Yoyaarfuayunmunmuemdniu: n3fnuiauya (Bioequivalence) (15 Azuuu), H1U 25

a

9 v a4 d a4 vy Yo o
nsfusesemsussgadlulenansiiiedield (7 azuuw), lasunisussgeyludyden

1595 8Uwnng (3 ATKUL)

v W

1.5 §NUMENINENINYBINERTN AN YR wUrUTIYRdNNEe) usTTinsiuazaain 10

a U faa e‘ a o .
2.1 1ASFIUNINERLIMUMANINUNITN1TNALUNNIHEREN (Good Manufacturing Practices, 10
GMP): GMP ngausendnty (API) (5 Azluu), GMP wamﬁ’m«ﬁmﬁwﬁﬂgﬂ (Finished

Product) (5 AzUUY)

2.2 1PsgIUMIAuinwarnsnsEemamvdninaeIsnsiftunnivinywagnszee 5

(Good Storage Practice/Good Distribution Practice, GSP/GDP)

‘ - o a i v ) al
nsIiU3NBue (01gvamaniueinfedey, aunsafiaseldazan 53057, nMsSudeu

AuUAuMTNUADIY Y38 NEUVNABTY 6 LfiBw)

ANZNTIUNMINEYNTINLAZN1TUIUR

1. unuga aw—r 2unnds Qv 3. ..U 2\\'\'1“’{
(efisdl gaim) (@516l dn3n3eA) (A3 mivs Louiivin) 193UT0IIgNADI
TGHE IR TS wnndeundy weu.nume. ndyns waw.nu.we. DM

(WuBn ATmuvasgu)

ND.NIU.N.



v o
WU 4 970 14

1.1.1.1 nsahJusnduuuu

-§1983 USP, BP, Ph.Eur., IP aduangn 5

-§1484 USP, BP, Ph.Eur,, IP atulviininusemensenseansisngy 13895 ysnsnen 4

91989 USP39, BP2016, Ph.Eur.8 , IP5, TP2,JP17 atumuuUsenANIEnnasI sugy 3oa 5

YA

Sredahsevesdszmaiduann®n ICH aduagn

$radesenvssusemaniduaundn ICH aduininii

Y a - Yy o A i v v
-9984 In-house process Na@pnAaBINU ICH Guidelines NITD

Ol W| P~ U

Y a ] v v 5 ) v v
-91494 In-house process Na@pnAaBINU ICH Guidelines UMD

1.1.2.1 nsaddusauLLUY 10

-§1984 USP, BP, Ph.Eur,, IP atuagn wazuilulunzifousiveud 10
-§1484 USP, BP, Ph.Eur., IP atuangn wighldlaudluluneiboushiven 7
-$1984 USP, BP, Ph.Eur,, IP atulwininuszmensensnansisgy 15895eysnsnen 9

wazunlalunedoussueuan

-§1484 USP, BP, Ph.Eur,, IP atulwiininusemensensesansisgy (3835eysnsnen 6

urdslulauAlalungidoumSuen

9989 USP39, BP2016, Ph.Eur.8, IP5, TP2,JP17 AUUANUTENANTENT 8

d o o o
ansnsaigy 3esszysien wazudlulunzidousifugum

DB USP39, BP2016, Ph.Eur.8 , IP5, TP2,JP17 AUUMNUTENANTENTN 5

- o 5% v - °o w
ansnsaigy Sesszysie uwidilailaunlulunsidousiven

ANZNITUNTNEYNTTULATANTUIUN

1. NI

Q
a,,b_r 2. unvde &V 3. 3.4 QW\W(

(0iish gam) (@5l Snsn3an) (R3S Loufving) Yo3UTRIIYNFDY

NUHBN.NIU.ND. unndoundle wow.nU.ne. Wnduns wau.nU.ne. IRV @

(W1 Muvasae)

WD.N2U.ND.



v o
UM 5910 14

i i a A i ,,.::. S o i X .v“,ii\,‘ i SRR 5 SRR
-sdwhemesssmaiduaindn ICH atuaian wasuilulungidousiiueum

1 a o d U ! 1 o @
-1udehemesszmaiiduantdn ICH atuaign uidsldliudlalunziboumiuen

a o e a L% ' ! o v
-5’140@9\'15'18'\'!]8\11]78WIﬂVIL'ﬂUﬂJJ']‘Uﬂ ICH aduin1nin wazuilelungidousueiudn

=
8
-$1484 In-house process fiaanndasiu ICH Guidelines ynwade 5
2

Y a o o . . v v
-8B In-house process Nidonrassfiu ICH Guidelines U110

[ Wugumssdnidenty 2.5
1 1 a o 1 1 ‘J
[ liBugunsndnidentu visuansedslaegranils 0
[ laivams 14
WT0N

[J nssffu API Specification asunnvate visves Supplier uaz Manufacturer waziinsuaniua 7.5

Tuguuuudnan enviuviate Physical description
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