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1. Foen Glucosamine sulfate 750 mg and Chondroitin sulfate sodium 600 mg powder
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1 | Identification test - Complied with finished product specification
2 | Assay ' - 95.0-105.0% of the labeled amount of Glucosamine sulfate
- 95.0-105.0% of the labeled amount of Chondroitin sutfate sodium
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49 Test items Specifications
3 | Uniformity of dosage units - Complied with finished product specification
4 | Dissolution test - Complied with finished product specification
5 | Loss on drying - Not more than 5%
6 | Microbial test - Comptlied with finished product specification
7 | pH -2.5-45
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1. You Mirabegron 50 mg prolonged-release tablet
2. anuaTAlY
2.1 gUuuy Juewiiavdaiulsenu Imaﬁmiﬂaﬂﬂdaaé’wﬂuguLLUU@aﬂqwéLﬁu
2.2 dwlszneu  Tu 1 WieUsznaumusien Mirabegron 50 mg
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3. auaudAvnawailavas Finished product
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40 Test items Specifications

1 | Identification - Complied with finished product specification

2 | Assay - 95.0-105.0% of the labeled amount of Mirabegron
3 | Uniformity of dosage units - Complied with finished product specification

4 | Dissolution Test - Complied with finished product specification

5 | Impurity - Corhp[ied with finished product specification

vanewe) - nsaineansiiouudiniaiu (waive) msasanasulingisianisle dulanaends
vangudnamnldsueyilaneg

o o o
ﬂm%ﬂiillﬂ’]'iﬂ’]ﬁu@ﬂmaﬂ@m%l,ﬂwq%LLﬁ’di']EJﬁ%L'EJEJG\‘UENEJ']
[
........................... o e UsETUNTIHATS
ar L4 < =}
(wnewuswed aFoard) C}tf
<
NSIUATT BBt veveeeee e eeeesen e e sssensne et nenn e bt e enene ATTUATS
q (wedsyys Yadaanadn)
L2 VOO VOUURUURE. SO O R ATIUMT BB v evrreeeveresreeeereen Veressaenesenereseneceeensien e aeaerees ATIUAS
mmiigl/’gﬁmmni) : ' (uwaw@/ﬁﬂma)
P ]
BB vveeevcreregeresssereshreceseee g eresgee e eseaseneeeen ATIUNIT BB eeverecnerrerenereees P oneecareensencreseeeesrenes oo ASIUMS
. £y PP
(mw’:ty,ﬂu%mum) ’/ (unsganiing fiufiami)
3L TR USRI Soud NSV UUPURSTOION ATINATT At S b U er.. TIPS NN
(wwofywan! aglseys) \(ﬁ A anigiesaun)
I SRR VORI s .- o/ Srre oSO O RO PUOTRRUROURRUON N931N1S
ASTUNTUAETIB@YIYT
ATTUNLAEHIBLAY YNNG G R VL LA L S nsuNTWaLTIBaYIYNS
(uneduend fuad) (Ao wisiana)




4. youlvdu 9
dlauesiafeddudiunninadisienans wienasmneilavefusesenarslaggidning swasidun
piail

e

1.1 enasnsldFusygntunsdeuihiveniesmielulssmalnewasduns (declare)

WENAGH

5.1.1 luddmstunsdeusn$uen Wun ve.2, ve.3, ne.d e 8.2 ududnsdl

4.1.2 Tudotunadeu ve.1 vide v.1 vaseflauesien wiaumeasdoadensauay
ﬂmmwmaqwﬁmﬁ’msﬁmmﬁ‘ﬁumﬁau (finished product specification) kagtamvue
AMnWIAgAY (drug substance specification) nsdiflegszwintsnisiasuutasudly
afnasdoauuenatsnsveudle (6.5) wnfeu finished product specification
uaz/vse  drug substance specification lagwaudleneuiudssniAlszningin
Bianvselind uaghitfiu 2 ¥ w Julssnalssnmanmddnnselind

4.2 eng1sTUTERNATHIUNTHERE

4.2.1 nydlewdnlulsavalye  dndsdeadionanssusesnasgiunsuanemuvaninne
waedEnARlun1anAnen PIC/S (Pharmaceutical Inspection Co-operation Scheme)
Inavesu PIC/S participating authorities #3aillanNa155UT8UIATHIUNTTHERNE
aumdninasiuaziinsialundne  vesdinaunnEnsTNNTEMITHATEN
NIENTHEEIINgY Fatmunatulnsfinnudenndawaziinfisuiundninasivas
Fmsimtumanane PIC/S lumnaeniiiauswe aduangamusaunisasisdeulng
finansSusestiviulsznimsznmasaBidnnselind

422 nsslgniud1aindreusene guandeddiiona1siuyeanTgiunsuane i
N LasIsn1sialuni1sndnen PIC/S (Pharmaceutical Inspection Co-
operation Scheme) laauiie41u PIC/S participating authorities Qﬁ’ua"lqmrm
sounInTrageulnsiinanisiusesteiulssmalssmanadiannsedind wieeny
AaRAIN wdusnsal wisellenans Certificate of pharmaceutical product

ALIENTTUNTSMNUAANENEUSRANITUALTIYaYLOEATBNEN

[
(wwwugwad mGese) :

NITUNTT AT et e eiaee oot eeessaeoraa e aeanerane s eanneeeennenreenenns AITUANT

YRR CUIUN I A0\ NO0 b ASUOPOTP NTIUNNS nSTUMT
(wenssetie Sgenns)
S 1 TR, AU UR PO NITUNS ATIUNT
w <
(u'nmm_,-uun ww
T oo sevraree st sns e enes ASTNMIS ATTIUMT
(wwafaian! aplszes)
FXCI SUUUUUTURUTRRIU. O SUUTROTOTOTRON ATIUNS nSIUNS
(uwgniymid warduanaing) .
BB T e oo NITUNTIUABAUIYNT  BIUBecrerveneeeren] YA ASTUNTALHTIBIAUYNT
(wwamnaunaay Lendug) (uwamgwn Sunsiuns ) ’
A9E0. e DO YA L ATTUMSUATETIEARYIYAT BB AL AT ATTUNTWAEHTIBLATYN
(unasuenil Ruan3 ) (unanTledm wiadana)




4.3, LONANIAMNMYBILLALETIAY
431 wan1snsaadnsiziquanedndudiendnieguvendn (Certification of analysis
of finished product) Tugnuiidafiusege
432 waminsvdasezinuaningiuvesiienddy (Certification of analysis of drug
substance) Aldlumananeiuiidaduiegaimwesidneuazinaningiu
433 Lenansuienangududuanuduiussyniniunisidnvedingfvvesiaendidey
(drug substance) 98 4.3.2 fujuniskdnvewdnsingisdusagy (finished product)
19 4.3.1
4.3.4 wan13Anw long term stability
- Tlunsditunefeugninnndt 2 U ssdesiiduuiuanmanisding Long
Term Stability naeat1seyvesefitunsidouly
- lunsdBunsifeusaniiosndt 2 9 axfeiduunanisinwamunaiives
graidulunzdousinuans
4.4, fedheen
141 fiaussin desdwiegnenegates 1 mitsussydnet Fufufiunuuans
measdealdnsudumirmualuiioauadlud
a5, msUseiugunmETideey
451 gritdmoudoslonglildbitosnin 1T 3 Weu Huaniudwey
452 vwpnedidey awfesdsdiunameeluiusemanisanaieTeieniuilduey
AMZNTINNNIATIUAAMANYILIANNZUAZILATLEUATDIEN
s / .~ A T ( ....... [ AL ) ........ Usyanunssuns
- uneuEned anGaers :
aﬁia ................... ;'i)":““;" ..................... ATIUNTT aﬁia .......................... g ............................... AFIUNT
Yrduns) (nedsems leBnanade)
axﬁjsa .......................................................... AFIUNT ﬁ\'l'ldiﬂ .................................................................. ATIUATT
| (mmﬁs@'\g/a"ﬂmni) ) (u'nm'xé'%i'&’ama)
N7 SO S UT R SRSROSRN AITUNTT L3 1 8 TP R ATIUMT
(wnewSoyaun warued) (wagmiing fiafiedn
ﬁ\i%ﬂﬁ//{ .............. ATFUNTY fIITUAT

nTIUAS
(ureudism asgnwds)

aﬁaﬂ/ .................... NITUNIUALHUIBIAIIYNT
(uwangwnfl Sunsduns )

TR A AT nTINSUeYEIsAYIUNS

(uwamTesnn uwhadnna)




453 nsdlfilsswenunauasiadviinisguinegneidaeulilodinsradiaseinmnin
lsangruauasisAngyimivdefosvesiiet e Inedlauesan ({u1s) svhoedeen
B nausiuuiilsmeuiaunsfsddamnalinseivesduduiaveudilddnely
nsmsIvliaszdaunm asdinuinebiduluauaudnvazion: Tsmeuia
upsiedveanudvdlisuinsanmsauenmenfinanvesfiauasa (§une) uaz/
wiognanlunwiely

454 fauesia (fue) wsfesuildsusiieslnduunoy uisdlaifanadouanin
desemslag neudwun Tnelifdeuly

a.6. Laﬂmsﬁ'uﬁ]

261 Tunsailildedunuuasdosinams@nuiaauya (Bioequivalence) iieufug
sunuu Tnensdnwdeadulunmundninasinis@inm@iauyavewdndusienandsy
sUsuUSUUsENUTisinsfnuassUanUdessend ey (oral modified retease
dosage forms) ¥8NBIAIVANYT FNNUALLNTIUNMTOMITUALEN NTENTN
GRUREBIGN]

4.7 giauesia (wne) Buenlvenidndyqneuasuiivun il

471 nsdiwemsduanaliasisiend  TaensiermaninisuwndviefesufoRnsile
W1A5§U 1SO/EC 17025 man1sasadaszildifulumuninsgiudemimunly
Usgmausznngm _

072 natiwdnsosieeisdgnGenifuiuniewmaialasdiinnuansnsunsemis
wasen luthaaawesdygrestorses

4.7.3 ﬂiiﬁwuﬂzgmﬂmmwmﬂmﬁmﬁm%mﬁvﬁm%dﬁNaﬁiaﬂisﬁm%waLLazmmUaaﬂﬁ'wia
Fueilsisuen

ALYNTIUNTAINUAAMENYAUZIANIZUALTIEaYIDEAYRIEN

SR PRt e eeeeereeteerrteae e s anrnrenns 33UANS

n3IUNNT

ATTUNTT

ATINATI

NITUNT NITUATT

(unapiiyn 3 wanduanalne) WiBUEs AsgRINAR)

B0 T N NTTUNSUBSIEVIYNTT BHO e Koo AsTuNSwasgYIBaUIYNTT
(uamnounay wndug) (unsamgwnd Bunsduns )

P CTT .. nsTInLazgeeIYnTs R N NITUNSLaRETIBEINANT

(unaduentl fuad) (uanliesn wiigna)




= '3 = Q( ot P = s I3 dd
4.8 lsangruraunsienvedrudnslusuiesundndudie1niiuseia

AN UANEATIUNITOINITHASEIUSEEZLIRT 1 U
SBnvsoting

[

gnisuniivdu Tag
ABUTUUSEATAUSENIASIAN

ANZNTTUNTINUAAMANYLIANIELAL T1UAZIDEAYDIE

aste

v

SRS (TR -0 /O IRUPN ASTUNT
(wensssiiy dnmns)
............................................................ ATINANG
£ e
e igyuun W )_“/)(
P
............................................................ ATIUNTS

......................................................... n3I3UN3

(ungmilunis warduanalne)
v eeen NTTUMSUABLATIYNTS

(wwannounig vendug)

............. Bl N AsnsuasEEsar Ty
(uneduent fuad )

......................................... ATIUAT

N3TUNT

NITUNNIT

ATINAT

ATIUNT

(weUdistu Awgamas)

CCi T q(

(wemewma Bunsduns )

................... ATIINTIHEREYIBAIYNS

L RO ASTUNSUAZTIBAY YNNG

Py
=
>
z
o)
3
ol
c?
=
=1
=
>
=
=,
3
)
anp
&
=)
=)
S—r




Sodium Hyaluronate 20 ﬁ*\}ﬁ’ éct/én 3 ml prefilled syringe

1. §e81  Sodium Hyaluronate 20 mg/ml for injection, 3 ml prefilled syringe
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48 Test items Specifications

1 | Identification test - Complied with finished product specification

2 | Assay - 85.0-115.0% labeled amount of sodium hyaluronate
3 | pH - 6383

4 | Osmolality - 277-359 mOsm/kg

5 ViscoeLastitity - Complied with finished product specification

6 |Sterility - AT

7 | Endotoxin level - Not more than 0.5.EU/ml
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® | Glucosamine sulfate ei&o mg and oao,000 Sachet |  ew.eb UW/Sachet
Chondroitin sulfate sodium boo
mg powder

© Mirabegron &o mg prolonged- &a,000 Tablet &w.0& UW/Tablet
release tablet

o | Sodium hyaluronate vo mg/ml for | Koo Prefilled-syr &, 'omo.0o UMW/
injection, en ml prefilled syringe Prefilled-syr
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