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1. m Alteplase 50 mg powder for injection
2. AEUURTT
2.1, fugndnusiennide
2.2. Usenausedie Alteplase 50 mg
23, m-‘sqag‘lumwzusﬁqmﬁmﬂsmmnlﬁmmm 50 ml
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3.1 Finished product specification:
173

vUD Test Items Specifications
1 | Identification Complied with finished product specification
2 | Winwdendhy 90 - 110.0 % of Alteplase
3 | Uniformity of dosage units Meet the requirements
4 | pH 68-728
5 | Water Not more than 5.0%
6 | Sterility test Complied with finished product specification
7 | Bacterial endotoxins Complied with finished product specification
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ANANYLLIANIZYRIL Atorvastatin 40 mg Tablet
TssweunauAsuIen
1§ iﬂ_ﬂj Atorvastatin 40 me Tablet
2. puaulAi
2.1, \usdeviaduuseniu
2.2. Usenausnudie Atorvastatin 40 mg
23, ussqegluusegiiilsunasdvie blister pack fifunauazaiy
2.4 aanfiusnguunruruTsIFessyyiien dlsznauieididyuazanuuss Tundn funueeny woiindn wonelou
firsus uaranmelunmafuinuiliFaou wesaanuuwee saisyssylen duszneuimuddguaraiuuse Tu
vuneny Wuiinan et daiu
3. auauUamunaiia
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ndvisuatudrmdddanedeusodninnuamenssumsomisuasen nevvsasanstsnay Taslundiianenssuns
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3.1 Anished product specification:

U9 Test Items Specifications

1 | Identification Complied with finished product specification
2 | Wwudegd iy 90 - 110.0 % of Atorvastatin

3 | Dissolution test Complied with finished product specification
4 | Related substances Complied with finished product specification
5 | Uniformity of Dosage Units Complied with finished product specification

3.2 Drug substance specification: USP

4o Test Items Specifications
1 | Identification Meet the requirements
2 | Assay 98.0 — 102.0% of atorvastatin calcium
3 | Content of propylene glycol 5.4% - 7.3%
4 | Organic Impurities (Precedure 1)
-Atorvastatin related compound A Not more than 0.3%
-Atorvastatin related compound B Not more than 0.3%
-Atorvastatin related compound C Not more than 0.3%
-Atorvastatin related compound D Not more than 0.2%
-Any other individual impurity Not more than 0.1%
-Total impurities Not more than 1.0%
Enantiomeric purity Not more than 0.3% of atorvastatin related compound E
6 | Water determination Not more than 1.0%
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19 Test Items Specifications
5 | Organic Impurities (Precedure 2)

-Atorvastatin diamino Not more than 0.15%

-Atorvastatin related compound A Not more than 0.3%

-Atorvastatin related compound B Not more than 0.3%

-Atorvastatin related compound C Not more than 0.3%

-Atorvastatin 3-deoxyhept-2-enoic

acid Not more than 0.1%

-Atorvastatin related compound H Not more than 0.15%

-Atorvastatin epoxytetrahydrofuran

analog Not more than 0.15%

-Atorvastatin ethylester Not more than 0.15%

-Atorvastatin related compound D Not more than 0.15%

-Atorvastatin related compound | Not more than 0.15%

-Any other individual impurity Not more than 0.1%

-Total impurities Not more than 1.0%
6 | Enantiomeric purity Not more than 0.3% of atorvastatin related compound E
7 | Water determination Not more than 1.0%

3.2 Drug substance specification: BP

4o Test Items Specifications
1 | Identification Meet the requirements
2 | Assay 97.0 - 102.0% of Atorvastatin calcium (anhydrous substance)
3 | Enantiomer purity Not more than 0.3% of atorvastatin related compound E
4 | Related substances
-Impurities A,B Not more than 0.3%
-Impurities C,D Not more than 0.15%
-Unspecified impurities Not more than 0.1%
-Total Not more than 1.5%
5 | Sodium Maximum 0.4%
Heavy metals Maximum 20 ppm
7 | Water 3.5% - 5.5%
VUBA
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4.2 lunsiifiswdnludsanalng grdedodidnunnmarewidoivsonnnsgrunsnanen AMEnINasTIEN SRR lUNSHARY
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Fnuausngel
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4.3.1 namsnsITiATRiRMNWHERTusveHan (Certificate of analysis) Tumjumamﬂumama
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qmﬁn‘smzmmwmm Dabigatran etexilate 110 mg capsule o
Tsswgnurauasuien

1. f‘lﬂﬂ.’l Dabigatran etexilate 110 mg capsule

2. gruaudaaly

2.1 Wuswinvliadudsenu

2.2 Useneusedign Dabigatran etexilate 110 mg

23 ursyeyluunegiiiloumaedvie blister pack fitlasfuuaazaiy

24 ﬁmnﬁu'i'lnguunwuzusiqﬁaﬁzqﬂam duszneumnddyuasaiuuse Yunda Yunueeny weikdn ey
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3.1 Finished product specification:
) Test Items Specifications
1 | Identification Complied with finished product specification
2 | Assay 92.0 - 105.0% of Dabigatran
3 | Dissolution test wanswamsavanslitsendt 80% nelu 45 ui
4 | Uniformity of dosage units Complied with finished product specification
5 | Loss on drying Not more than 0.5%
6 | Degradation products Complied with finished product specification
3.2 Drug product specification:
4o Test Items Specifications
1 | Identification Meet the requirements
2 | Assay 98.0 — 102.0% of Dabigatran
3 | Impurities Meet the requirements
4 | Heavy metals Not more than 10 ppm
5 | Water content Not more than 0.3%
6 | Sulfated ash Not more than 0.1%
VUG
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qmé’nvmzmmz-uaem Enoxaparin Sodium 40 mg/0.4 ml for Injection o

TsswegrurauasuIn

1. ﬁam Enoxaparin Sodium 40 mg/0.4 ml for Injection

2.

i a

- ! by
2.1, Wugrdavsanie Wlld

2.2 Jsegnaumesiiyn Enoxaparin Sodium 40 mg

23, ussylunmaurussgudaunmnndenienld (Prefilled Syringe with safety device)

2.4 annfiusinguumuurussiesseyTenn daulsznausend Wryuarenuuss Susdn Yumuneny auiingn wanadou
s¥ue uazaanuuMaeRETat BB Ty TosiadulsEnoy ALUTe i’uﬁumq uazlaviinGn
3. auauliniunaila

- uamsmﬂa‘imﬂeﬁﬂmmmflu"wmu finished product specification Way drug substance specification #9198497n
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3.1 Finished product specification: USP
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U9 Test Items Specifications
1 | Identification Meet the requirements
2 | Ysunwsendidy 90.0 - 110.0 % of potency of Anti-factor Xa Units(IU)
3 | Anti-factor Xa to Anti-factor Il a ratio 33-53
4 | Benzyl alcohol content (if present) 1.35 - 1.65%
5 | pH 55-75
6 | Sterility test Meet the requirements
7 | Bacterial endotoxins Tty 0.01 USP Endotoxin Unit/unit of anti-factor
Xa activity in Anti-factor Xa IU
8 | Anti-factor Il A activity 20 - 35% of the potency stated on the label in
terms of International Anti-Factor Xa Units (IU or IU/mL)
9 | Particulate matter Meet the requirements

3.1 Finished product specification: BP

U8 Test ltems Specifications
1 | Identification Meet the requirements
2 | Activity 90.0 ~ 110.0 % of potency of Anti-factor Xa
3 | Anti-factor Xa to Anti-factor Il a ratio 33-53
4 | pH 55-175
5 | Bacterial endotoxins Not less than 0.01 IU per International Unit of anti-Xa activity.
6 | Related substances Not more than 2%
7 | Sodium 10.2- 16.9% of Enoxaparin Sodium
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3.2 Drug substance specification: BP

Yo Test ltems Specifications
1 | Identification Meet the requirements
2 | Potency 90 - 125 |U of anti-factor Xa activity/mg
3 | Anti-factor Xa to Anti-factor Il a ratio 33-53
q pH 6.2to 1.7
5 Specific absorbance 14.0 - 20.0 (dried substance)
6 | Benzyl alcohol maximum 0.1% m/m
7 | Sodium 11.3 - 13.5% (dried substance)
VA ©
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(Finished product spectification) n3sifietiszminamaideuuuasudludisnda sedosuuuianarsnsuoudl (1.5 smdou
se Ingvaudlyieuiulszmesian v uagliiiu 2 U Juaniudssmadszninsiaddnnseilnd

4.2 Tunsifiswdnlusewalne dunfedidunamanoviesuseanmgunssine auvdninasiisnsiialunissdne
Y9INTENTIA1IUAY (GMP-PIC/S) Tumnmeniilauameatiuaaaniussuniinsinaey Tavinanisfusestisiufiauesen
uay Tuiinanen

Tunsdifidunindrnndrsuseme grdndoslidunnmienisdoduseunasgiunsnin
aamEnINAIENSTRluNSHAREY PIC/S (Pharmaceutical Inspection Co-operation Scheme) lnewtheaiu PIC/S
participating authorities atudganusaunsnsvasulasinanisivsasfiviulszmalssmasadidnvseiind viognaon
Inueaueingil
4.3 FunamdisienasAuAnYLLaNIZ LTI
4.3.1 namsnsITieTRiRunHARSusiuB AR (Certificate of analysis) Tusjuiidadiufot
4.3.2 HansnTIviATIEiAnMNWIngAU (Raw material) 'ﬁaw'hﬂﬂﬁwﬁmﬂ'ﬁ‘lun'lswﬁmmjuﬁﬁauﬂuﬁaatﬁuﬁv’waqﬁwaﬂ
euavENER IngRy _
4.33 wansinwiewasidlussere1aueee (Long term stability) naentnanguasefitunsdou asmanansiity
(i) Tunzdeuslunsiinadeusrmannndi 2
4.4 fpEeEN
4.4.1 favesiadiesdsatiteiatielion 5 naes Fuludunuianssazdusldasudumuidvusluide
AaautRvlU
4.5 myvssiunuameiideey
4.5.1 snguaseniidweusodlsidosndt 1 ¥ duaniudwoy

4.5.2 gwnoedidaey ssdosdidiunnmiigluusemansieneieniuiidaeureaiidn

4.5.3 Tunsdifmhensmahnsduitetheniidweuiedwrslieneiaaunm msnwmsesvhmidaioss
et laefueassesdswniindnmudnnuimhesemsdwmssiensiwesdugfuisveuilisriunsmsnieee
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WNANEAT YTY weFsanwal isni WNATIRNRTUNS Wiy
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AMLALANTINE U (Reference standard) Tunsdiftwuinelsidulumuandnunsans wisswnsveanudndhifu
HIIMINSIAUETIARINAYBI I IBUAL/ WintnanluAsaly
v ow 1 - - o v 4 4 a ) ° 1o A
4.5.4 fnedesiuwdounfunnnsdidlesilndwuneny vuaoy viadefanadesanimneutmualag Lifidoul
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- MUBNATUNUINELAY 1

o v o
6. Raulywdaindyyn
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fueBusanbi@oundndyayneuvaadyginaunin

6.1 umemsendigndnesnaindg@olsmeuia

6.2 wamsinwlif launstuduanummdnguatusieg

= a « = 3 ¢ A ‘ -l ) + & v
6.3 finan1snsisviainnsuivenmaninsunme visnmmisnuiinsgminaissuguivsevintulidhunsgu
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6.4 whesemsluaietiouinisquaiwi 4 demniudyginisiadeimnsliadufuilnowsmionsensiaisisnay
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. . o g
AMANEEIANIZYBIYT Enoxaparin Sodium 60 mg/0.6 ml for Injection "

Tsanenuiauasuen

1. §on Enoxaparin Sodium 60 mg/0.6 ml for Injection

2.

0
o

- J | e =g
2.1, Wusrdausravinie lulid

2.2 Asgnausaudiyn Enoxaparin Sodium 60 mg

2.3, ussrluneurussyedausianidonienld (Prefilled Syringe with safety device)
2.4 ganiunnguunuuEuTTIRessEyTon dulsenouinddyuwasniiunss Tundn Tumuney wuiindn wunedou
fuen waramnuuvaanepeneipefatseyTauiedusenou Auuss Tudueny uanavitndn
3. uauUinunaiia
- wansaTIviasesinumwduluam finished product specification WAz drug substance specification #id1384970
ndushivetuieiudildaamadouiedinnuangnssunsenauasen navsaastsagy nolusdsianenssunis
SraBwuigImusEnIAnsENsNEEsUuIes seydie we.2561 aviuil 6 fumes 2561 (aUszmalusivfinen
yunwdud 12 nuanug 2562) A USP 39 BP 2016,EP 2014 ua JP 17
ﬁsﬁunm‘irﬁmuaﬂm tradwhaeatuilminimiessiedu Fudulumuyssmansensiassaguides seydse
Wifiauenmdsduunienarsmmeiilddduuunmiouse
Wailumsiansan Wiutugeefiivosmuenssumsiasansa

3.1 Finished product specification: USP

4o Test ltems Specifications

1 | Identification Meet the requirements

2 | Vainadendndty 90.0 - 110.0 % of potency of Anti-factor Xa Units(IU)

3 | Anti-factor Xa to Anti-factor Il a ratio 33-53

4 | Benzyl alcohol content (if present) 1.35 - 1.65%

5 | pH 55-175

6 | Sterility test Meet the requirements

7 | Bacterial endotoxins Taitfiu 0.01 USP Endotoxin Unit/unit of anti-factor
Xa activity in Anti-factor Xa U

8 | Anti-factor Il A activity 20 - 35% of the potency stated on the label in
terms of International Anti-Factor Xa Units (IU or IU/mL)

9 | Particulate matter Meet the requirements

3.1 Finished product specification: BP

49 Test ltems Specifications

1 | ldentification Meet the requirements

2 | Activity 90.0 - 110.0 % of potency of Anti-factor Xa

3 | Anti-factor Xa to Anti-factor |l a ratio 3.3-53

4 | pH 55-75

5 | Bacterial endotoxins Not less than 0.01 U per International Unit of anti-Xa activity.
6 | Related substances Not more than 2%

7 | Sodium 10.2- 16.9% of Enoxaparin Sodium

UNAMTAET YIuR wnETdneal nIse wsafiunduns wadwiily



12
3.2 Drug substance specification: BP

b Test ltems Specifications
1 | Identification Meet the requirements
2 | Potency 90 — 125 |U of anti-factor Xa activity/me
3 | Anti-factor Xa to Anti-factor Il a ratio 33-53
a4 | pH 6.2t0 7.7
5 | Specific absorbance 14.0 - 20.0 (dried substance)
6 | Benzyl alcohol maximum 0.1% m/m
7 | Sodium 11.3 - 13.5% (dried substance)
WUUWA

- el - v v . - v val o w ' Vs e W
- nadiamzifouudansiiu (waive) msasaeuiiensisensla Idulanuenasvdngrudnanilésueyiise
- Drug substance specification Aansananludiaseivesindn Drug substance w3o luliasievt Drug substance w84
Vooa o o @t o t < “ “ Lo ﬁ [
fuanerdnisguatulaatunis Fallnsnsavieseiasuynifidednidvun

4. Gouluduq
4.1 dnamasenaisnisldusygmtunadouisusniiodielulssmdlng uazdiuns (declare) widsidn
4.1.1 Tuddynistunadous$ue (ne.2 e.3 ve.a udusnsd)
a.1.1.1 Tunsdlfueniudnluysemelneg (e vie 2)
4.1.1.2 lunsdlugmiduilemsutaussy mneda ve.3)
4.1.1.3 Tunsdlugmindransslsema (wunois ve.d)

a.1.2 luiwetuns oo fiauesa wieumeanduamidenaniuauauawsesdndusiitunslou
(Finished product spectification) nsdifiegsevinimsAsuuvawdlufundy sxdswumenarsmsveudly (.5) umiey
se TaveuslunauTuusenmasan « uaghitu 2 ¥ dunnfulsemalsemasadidnvseiind

4.2 unsdifewdnbusamalng guindosdiduunnmamideiusennnsgumssdng mumdninausiisnsiatunisking,
YRINTENTNATSIUAY (GMP-PIC/S) lumnmeniiauswisatuaiganuseunsasnasy lasiinamsiuseafisiufiauesa
way Tuiinanen

Tunsaifidusnivihmnsisusea guandesdidunnamaemideiuseunnsgumsunmumdninasisnisitiiy
n1sHaAREN PIC/S (Pharmaceutical Inspection Co-operation Scheme) laevitiagaiu PIC/S participating authorities auu
angamwseuniinsavasulaeiinanisiusasfisiulsemauszmasmdidnnsetind vistgnasadwuausnsd
4.3 Hunawisenansaudnuuzamzysenfiauenen
431 sanInTIvienevinummedntusivesuan (Certificate of analysis) lusuiidadiufetae
4.3.2 HaMINTITIATIERAUATWIRGAY (Raw material) veshnddgldlumsdnequiidaiuiedalwosud
paENERIRgHY
433 uamsAnwauasialuszseYesn (Long term stability) maatasergvaseiitunsiioy saenansiitu
(s Sumsdouslunsdivaoueiuusnnndi 2
4.4 ot
4.4.1 fiauenafasdwhegisesgnation 5 ndes adusumuanssazdealdasudunuiidmualuiale
aauTEvRlUT1u

4.5 maUsziugun e iidmou

4.5.1 owuaeniidswausdiotlsitosndt 1 9 duanniudaey

452 ynnaiidwey sxssdsdunamisluiusemanmsinneiuuiidwauveuin

4.5.3 lunsdifimisssmsvhmsduiietfidasuiiodmsvieneiamunm menwmsziwmildedamedietn
o1 lnsffuissedesdenindnmudnnuiimiestasdmsasinssikaniudiuiavevdldilumsmnalieng
AuNYara1RATETY (Reference standard) lunsaliwuinenlidulunuandnvmsans minsssmsveanudvsliify
ROITUINTAUDTIANLIRINA VDIV IBUAE/ w?mjwﬁm'lun%"‘wiaw
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454 :‘,]'mEmm'suuJaauu*muvgnﬂimmaﬂ'ﬂnﬁwmmq NUADIE weuloienisdsnaniwisuivualaaluiidaule
5. ! . - 0 ! "a = ) ) :E 2 E E :
- @INENATILYUKINBIEaY 1
- o o e
6.
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@mtjuusjau'lm‘afdaBnLanﬁ’:yry'mawmﬁzymwnaumn
al o v oA
6.1 Li’Juiwmimwgnmaanmnu:wm‘[wwmma
6.2 wamsinwlild Tean1studuainunndnguausieg
6.3 fiuansieTgIInnsuinemIansnIsLme 'w'%ai\'mmiwa'luﬁnsswmmmsmqm%’uaaq’hmﬁuhiu?mm‘:‘lgm
' - - = w o e w & a. ) -
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ﬁNﬁﬂﬂN%LﬂWﬂzﬂaaﬂﬂ Insulin Human Isophane 100 IU/ml injection for penfill 3 ml e
Tsswerunauasuien

1. f‘mlnsulin Human Isophane 100 IU/ml injection for penfill 3 ml
2. e &

2.1 Wugheunuasnaulmannide vty

2.2 Usznausie lsophane Insulin human WARAI8NSEUIUNTS recombinant DNA 9119 100 1U/ml Tuu3unas 3 ml

2.3 Uii*\)‘[um‘nusmsqmﬁmﬂimmmé)al,mu multiple doses U33nes 3 ml wagaunsaussyuasaewiiudnmEn insulin
wioulild, ussdusidosiuuas

2.4 amnfiusinguunurusTyessruiont dulseneudeiddyuaraaiuuse Yukdn Yununeny weuiindn wonzidou
#fuen wazgannglumafiuinulitanu waraanuurine ssssseylenn dulszneufodfiyuazannuuse fu
v auiindn odredmau
3. quaulaniuvaiia

- wamsanvinneigunwdulusy finished product specification wae drug substance specification fig198s
Pnndesuatudietudditaneousedninruauenssumsasuaye nssvaasmesagy ngluediinugnssunis
HredmusihmemalsrMANTENTIINEIINgFos EYi1Ie1 wa.2561 aciuil 6 Sunau 2561 (awsemalusfive
yiunwuil 12 nuaius 2562) Ao USP 39 ,BP 2016,EP 2014 waz JP 17
fufunsdifiauesia Sdshneatuilminindeiedu Fafulumusrnmansevsaasiangudes seydmen W
iueTmdsduenansis el B uuuniouae
eiflunsiorsan WiutugeeRtiavesenenssumsfnsuisg

3.1 Finished product specification: USP

U8 Test Items Specifications
1 | Identification Meet the requirements
2 | Assay 95.0 - 105.0% LA of insulin human
3 | pH 70-75
4 | Zinc content Meet the requirements
5 | Sterility test Meet the requirements
6 | Limit of High Molecular Weight Proteins Not more than 3.0%
7 | Bacterial endotoxin Not more than 80 USP Endotoxin Units per 100 USP Insulin
Human Units
8 | Insulin in the supernatant Not more than 1.0 IU/mL
WHUWA

ol - v [ . a € v v} @ i 4 Was e
- nsfifvanzDoundsnisiiy (waive) n1sasadeuienzvsanisia Iiiulannenarsudngrudananifilasuayd@nne
- Drug substance specification fasananludiaTigiveuin Drug substance w3 TulaTgsl Drug substance 184

Vo= o

Andnenddaguatiulaatuni flimansiieseiasuynvihdediiue
] ] o
4.1 dunamsenaranisliueygniunsdeusisunifesminglulssmelve wasduns (declare) uvawdn
4.1.1 W dynstunadousiue (ne.2 e.3 ve.4 udusinsd)
a.1.1.1 lunsadidueiindnludsemalng (ot ne.2)
2.1.1.2 lunsdiduenhditensuiussy (mnefi ve.3)
4.1.1.3 Tunsslifugndndranatsdsemea (et ve.4)
6.1.2 lwémwatunsdouveseaussiam w%’amwaazaﬁamﬁaa’;’amsmuauﬂmmwmamﬁwﬁmﬁﬁﬁumnﬁsu (Finished
product spectification) nsdifiegszmitsmsndsuuasudludfisiy awfeswuuionarsmsveudly (8.5) smwiaude Tnave
wilvAauiuuszmamen v warhiiu 2 ¥ duaniudssmedsznmanaddnnsatind

YgaRUNTUNs  nednie

WNEMTAYY YUY wnAIEnEel niTe
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6.2 lumsdlew@nludsemalng drdsdodidmnmmanemideiusoannsgrumsudne suvdninasiisnisfirlunaudne
UBINTLNTINENS15RUAY (GMP-PIC/S) Tumnaufiiauemsatuigamusaunansinaey lavikanissusesieiuiavesa
uarTudindng
Tunsdifduemininanarsyssme guindesdidnuinmienideiussanasgrumsadamumdninusiisnis it
NsHaERe PIC/S (Pharmaceutical Inspection Co-operation Scheme) Inawuiaganu PIC/S participating authorities atfu
aganuseunimTasulaeiinanisivsesfisiudszmausenminsndidnnselind visgmasndnudausinsd
4.3 dunnmenslenansnudnyusanE B TaLeTIA
4.3.1 nansesiiAsieinanwkEniusivesnan (Certificate of analysis) lusnjuildaiiusaedng
4.3.2 nansnsviesedquAIngiu (Raw material) vesfaendwyilliluniswanefuildaiiuredwimeinang
wavenaningAy
4.3.3 HamIANWIAIINAWIUTEEEE1IYD381 (Long term stability) naami'zamemawﬁ%uwmﬁau paenansiiu
(audin) Tunsdougilunsdvedousuunandt 29
4.4 fpe3e7
4.4.1 fiauesinfesdeiiatisesthalion 2 ndes Sududumuantswandesldrsudumuiidinualuidonumut
vialudhadiu
4.5 mavseAunuameiduey
4.5.1 eyvasnidwaudeslivesndt 1 U dunniudwey
4.5.2 ywnusiidwey sxdswdsdunmitluiusemamineiniuiidmouyesdudn
4.5.3 lunsiifimhsnvmavinmsguietneiidmeudiedmsviniginunm mossumsasvivilideiowedodn
&1 Inedreavdadwdudnmuinouimbenensdmnsieneiuesiulfuliaveuaildidlunsmmiesesiaunm
uazaRmIIY (Reference standard) lunsaliiwuinelifiulumusudnuusianns misswmevoanuns lW$ufinswinis
wwuanmedinavesutua/ wisdudnluniwioly
4.5.4 fnesesiuasugdunnsdidoslndwuneny vunery viadefinmsdauanmrouriuualasbifideuly
455 Q’vwasﬁmaﬁuauuﬂmmu.azt%uﬁm"s’uﬁﬂﬁuqﬁumaaﬂm’se‘ﬁ%am'me'!'tgm'm waeSuiasy dolndwuneny vioidie
Wensidenanmrouimusveanudvslunisendndyy winliansaufifnudouleiseyls
4.5.6 VinmBusgBusiosidnunedewinluil
4.5.6.1 fimnuamuudauss dnsudhwiondesdmiufivuinmuandudugiu easnanlumsiiveivesiiae
4.5.6.2 Yinmannsainwianuashvswilegisingulldit Taghisewdfiduinnnimiowindu 1 Fou
4.5.6.3 Uinmaunsavyudivnuneeilaiag 1 glia uasynfinsuivauiaeia dinmannsonyudaundulalaeligy
o uarinalamsfaauinninousasvdilide Welsstunisiavuniinlaslaidile
5. maUszdiuAnyszdnininaesial (Price Performance)
- AUBNENTUUUNHNELAY 1
6. - v o
duieusesligdosndndayny roumndygioun
6.1 WumsmsnignineenaintyBeilsmenua
6.2 wam3inw i TnentsBuduainuwmdnguaumieg
63 famsinswinnnaivermansnisummd wisvnmhsnuinsmsasisuguiusesheniulidnesig
6.4 wihemsluaioteuimaquamd 4 ﬁaagnﬁué’rgmmﬁm%as‘wm-uﬁmﬁmﬁm'ﬁmaww‘%anizwswmmsmq‘u
wWinaadmsindunssu
6.5 nﬁmﬁ’mﬁEJwﬁﬂﬁqm‘%ﬂmﬁuﬁumnﬁmmaﬁﬂlﬂaﬁwﬁnmuﬂmzn's'mm-amm'su.azm Tutanaesdyastessyien
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qmﬁnvmzmwnwaam Insulin Human premixed (30% Soluble insulin+70% Isophane insulin) 100 IU/ml
injection for penfill 3 ml m

Tsangu1auAIUIen

1.5}1}13 Insulin Human premixed (30% Soluble insulin+70% Isophane insulin) 100 IU/ml injection for penfill 3 ml
2. AN
2.1 Wuheuungneulsimende dvngu
2.2 Usenaude Insulin human HAAMENTZUIUNTT recombinant DNA Usznausag soluble insulin 30% Wag isophane
Insulin 70% 100 IU/ml luuFung 3 ml
2.3 'u=:m’lumﬁuzmiqmﬁmﬂsmmmﬁawu multiple doses U311ms 3 ml warawnsaussanasaeniniuUnman insulin
wiauldled, ussaiusitesiunas
2.4 aanfiusnguuauzuIIiesssyten dudsnaudendduaraiuuse Tusdn Tuvumeny wwufindn iy
#r¥uen weranmglunmafivinu ey uasamnuuvaene adeiessyylon duussneusiunddyuavaniuuse Ju
wine1e wuiindn Pedadaau
3. puaulinuvaia
- wam‘sm‘smmﬂiﬂ"wﬂmmwa{]ulﬂmu finished product specification wag drug substance specification fignadean
mé"um'ﬁuauur.mmnwualmﬁm"L‘uuumaﬁwunmuﬂmvnﬁumsmmmavm nsvmwmmsma«u Toglusdiinnenssuns
01-363‘6!‘11191’1‘516’191'1311]5”ﬂ‘lﬁﬂi"%ﬂ‘i’)da’iﬁ’\‘imﬁ‘?.ll.‘im SEYFIIET WAL.2561 arfuil 6 Sueu 2561 (asuszmAlusieiaan
umnm’iu*n 12 nunWus 2562) Ap USP 39 BP 2016,EP 2014 uaw JP 17
muunimmauaswm Sradwhmatuiilminiwiedsedu udulunuysznmansensisanssaguies ssyme
'L'wmauaﬁwmaamLmLanm-imﬂmﬁlﬁawamuumwsauma
vaiflumsiarsan Wiutugasitivussnnenssunisfinisansa

3.1 Finished product specification: USP

48 Test Items Specifications
1 | Identification Meet the requirements
2 | Assay 95.0 - 105.0% LA of isophane insulin and soluble insulin
3 | pH 70-78
4 | Zinc content 0.2 - 0.4 mg luudaz 100 USP insulin Human units
5 | Sterility test Meet the requirements
& | Limit of High Molecular Weight Proteins Not more than 3.0%
7 | Bacterial endotoxin Not more than 80 USP Endotoxin Units per 100 USP Insulin
Human Units
VA :

e < ) W : P ¢ wreal ar W ' M v ane B
- nsfifanzdoundsnaiu (waive) msnsieaavilessdisnensla IWBuuanuenaswdngrudsndaniiliiveyinae
- Drug substance specification Annsananluliasiesiuasiudn Drug substance wie TuliAs1est Drug substance ¥4

a

1Y o o 9 P a « v v Ao
grdnenduiagladuleatuvil Salinsasavieeiasuynmiveninmug

| ] <
4.1 duwnamenaienansnslaiueygetunadoudiiusdedmireludsewelne wardiund (declare) wdadn
a.1.1 luddymstunsdeusiiue me.2 ve.3 ve.4 udusnsd)
a.1.1.1 Tunsahfueirdalutsamelng (mngfia ve.2)
¢.1.1.2 lunsdifusmbdnifionisusussy (vneia vie.3)
4.1.1.3 Tunsilillugdudnainsnsdseme (e ve.q)
4.1.2 ludwetunsdouvesefieuosa w'a”am"saaz@mﬁ'ﬁamimu*ﬁguqmmw‘uawﬁmﬁmﬁﬁﬁumu‘]au (Finished
product spectification) nizﬁﬁag;'i::wjwan'ril,ﬂﬁvmmaauﬁ'lmﬁmﬁu JefosUBnasnITawdly (8.5) umiaume lnsve
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uAlvnpuiuvsznminsan 4 uaghifiu 2 U duanndulszmassnminnaididnnseiind
4.2 lunseifisudatudsanalne guanfediduunmmaonidesusesnasgumstiing numdninasiisnsiialunssine
YBINTLNTNAIIUGY (GMP-PIC/S) Tumnmeniausisativangamuseunisasiasy lneinamssusasisiuiiaunsian
warTuildnen
Tunsdififugnhdheniasamea fudnsesiduunnminewidesusennssgrumskdnmundninusiisnisiily
n3kaARYT PIC/S (Pharmaceutical Inspection Co-operation Scheme) Tngvinau PIC/S participating authorities atu
dngamusaumsrTasulaeiinanisiviasfisiudssmalszmnsiadidnnsednd viogeaosdnwidaudnsdl
4.3 dunnmisenansnudnuuaYNz IR Tiaue A
4.3.1 naminTITiaTsinuamedniusivesiidn (Certificate of analysis) lugnjuiidadiudegne
43.2 waman IR ins e IngAu (Raw material) vasseddyililunisuineiuiidaduietisieuine

Vo

uaznNARIngau
—

4.3.3 wan1sAnwA AR lusreze1290381 (Long term stability) maamumqwamﬁwmuuu snsLenasTioy
(i) Suvsdouelunsilvedougmannnd 2 9
4.4 fpe e
4.4.1 flauenadesdeidedweatneles 2 ndes Suduiuvuanireasdenldnsudumuiitmusluidonnei
ludasu
4.5 mUsAupmneTidwey
4.5.1 o mvesidweudotlitesndt 1 U dunniudwey
4.5.2 yrnaeTidaey edesdsdiuinmaigluiusemamsieneienuiidweuvouan
4.5.3 lunsilfivinerwmaihmsdushegefidwsuifedmyvieseinunm wiwsumseeimildesesadionaem
Tnefreasfosdwdudnnuduiimisssndmsviieneiweaduifuiaveudilissluimmsniesesiaunmuay
asunsgY (Reference standard) Tunsdiiwuirethifiulumuaudnuasiaw miesmsveanudvilifuiosaunmsiaue
simedinanvansusy/ viefuaslundeely
4.5.4 fuedosiuauefunnsddlaulndwuneny vunsy Weleiemsdevanmisuimunlagbifitouly
4.5.5 fuensdasaiuayuinnuasdudwiuindugiusasansdomudyan ueriudou delndwineng viedls
Aansdevamuneufwusueaiudvilunmsenidndygy wnliannsaufoRmuieuluiiseyld
4.5.6 inmBugAusosiidnunedaioluil
45.6.1 fanuammuuduse dnsedwiendesdwiufuiinnuandudugdu Weavsnlunsifueivesing
45.6.2 Unmannsainwanuasivesdlagiainhndululiiiu Taghiresuddidunnnimiswiiv 1 Weu
4.5.6.3 inmanunsavguususnaeilafae 1 gin uasmniinsuivaunetiia Uinmannsavyudaunduldlnglugey
o warinalomsdeaunnineukasddlidn etestumsdauuiniialaslsisila
5. nsuszdiuatyssBninineasian (Price Performance)
- PUBNATTUUUMINELATY 1
6. Rauluvivindyn
Q’muﬁuaan’lﬁﬁaumﬁnﬁ’rgry']ﬁauuuﬂﬁmmdaumn
6.1 Lﬂuswumia'ﬁfignﬁﬂaanmnﬁm"ﬂ'aﬂwwﬂwwa
6.2 wamsinwilid InensBuduanuwndnguausiieg
6.3 fnanisiassionnaingimansnsuwnd wlernmisnuiinssnyimssaguivserhoniulidhnnsgu
6.4 wheswmslueioriuinisguami 4 ﬁmqnﬁuﬁtyrmnm‘fm-%as’wmwﬁmﬁmﬁ‘mﬁmmmﬁanszmaammmqw
wioasrmandunssy
6.5 Nﬁmﬁmm‘a’mﬁﬂﬁqﬂL%'Uﬂa.ﬁuﬁumﬂﬁaqmmmT,maehﬁ’mmﬂmznisum'imm-mazm Tuthsavesdiyg tedonsisn
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AUANYULIANIZYDIET Manidipine 20 mg Tablet o

TseneurauATUIEn

l.iaﬂj Manidipine 20 meg Tablet

2. puautanaly

2.1 Jusdlendesulsznu

2.2 Usznaumisdiael Manidipine 20 mg

2.3.us59eylunnsagiiiflonwesdvie blister pack Aloatuusuazaraty

2.4 apniivsnguumsuruTIgiswszyien al'mu-svnaummﬂ’mcuua AUTe Turdn unuaeny weeiinds wunaioy
snduen wavanmelumsiiuinuTlidney uazamnuuunsen sthsliesseytenn meivnaummﬁwyuasmmm u
winTy auiindn ety

3 JAn1amALl

- Nﬂm'imi?mm'i'luwﬂmmwr‘l.lulﬂmu finished product specification wag drug substance specuﬁcatson 81489970
mﬁ‘?jfﬂ’iiUQUULﬂH?ﬂu‘ﬁdlﬂilﬂ%uLUUuMGmUﬂﬂUﬂ fUENITUNITDTIRTIREZ YN ﬂ‘iuﬂ'i')\imﬁ'l'imﬁ'ﬂ Iﬁﬂlﬁﬁiduﬁw NTIUNTT
mdmmumﬁmmnﬂi"mﬁni"ws’.naa’ia'l‘i:ua‘tll.'im SYUANTIE WA.2561 aviufl 6 SuneAu 2561 (aesemAlus1ufion
uLumsn’Ju“ﬂ 12 nuaWug 2562) fia USP 39 BP 2016,EP 2014 uay JP 17

muuﬂimmau@‘i’lm Fradadrseratuilainiwiesnedu %ﬂtﬂﬁlﬂmmﬂhmﬂnizmﬂammima‘uﬁaa SEYRNTEN
1'tﬂqtﬁua'i'1ﬂ’1aam|.mLaﬂa'rsmiﬁmﬁl'umamu,uumwmumu
wiflunsfiarsan Wiutusaefisvesnuenssumsiiansaua

3.1 Finished product specification:
49 Test Items Specifications
1 | Identification Complied with finished product specification
2 | Assay 92.0 - 108.0% of Manidipine
3 | Dissolution test wanawanisazanelitionndn 75% anelu 45 wnil
4 | Uniformity of dosage units Complied with finished product specification

3.2 Drug substance specification: JP

49 Test Items Specifications
1 | Identification Meet the requirements
2 | Assay 98.5 — 101.0% of Manidipine HCL
3 | Heavy metals Not more than 10.0 ppm
4 | Arsenic Not more than 1.0 ppm
5 | Related substance Not more than 2.0%
6 | Loss on drying Not more than 1.5%
7 | Residue on ignition Not more than 0.2%
VBT ¢

s euudinisdiy (waive) msaveaeudnnsirenisla Wuwanuenarswdngrusiind iildfueylifaay
- Drug substance specification s nludiresiuagidn Drug substance w3o Tulms1ent Drug substance U194
frdnediagvedulaatuvil Failmansaninsesirsuynadeiidinun
- ] =l
1.1 dunnmaeenansnisldfusunatunesilouirfusiesmitludszmelng uazduas (declare) wasHdn
4.1.1 luddunstungdousfus (ne.2 ve.3 ne.d wiusnsd)
4.1.1.1 lunsddunindsludszmalne (e ve.2)
4.1.1.2 lunslugnudifanisusussy mnedis ve.3)
4.1.1.3 lunsdifiuemhdnanssuseina (vanedia ve.d)
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0.1.2 luiwedunefounewiauesian wiausuasduniriomsmunuamunwusudniosiitunzdoy (Finished
product spectification) nszﬁﬁag}swiwm'sLUﬁuuuanﬁ'l‘mﬁm&u edpuuenansmsvenfily (8.5) swiaumae Tnvwe
wilanewiuusgmesian = wazliiiu 2 ¥ duanfudssmadszmanaiddnnseding

0.2 lunsiifendnludsanlneg fudedodidunnmaonideiuseannsgnmsndomn snuvdninausiiEnisiirtunmsuing,
YRINTENTIENS EUEY (GMP-PIC/S) lumneefausmsadtuiannsaunsnsiaaey Insfinansiusestiviuiiauesia
waTuiindaen

lunsdifiusnindronsasane guindasidunamdenideiuseanasgumsidinmumdninausisnisiily
nsWamen PIC/S (Pharmaceutical Inspection Co-operation Scheme) Tagmiasau PIC/S participating authorities atu
dnammuseumsnsiedeulaeiinanisiusesdiviudssnimussmanadiannseling viounaendnududnsel

4.3 ehmmwa"laLanm‘iqmﬁnwmuLawu%amﬁmua'ﬂm
4.3.1 nanINTITIATIERRMN GRS UsvesENER (Certificate of analysis) 'lumsuwmmuﬁ“aama
4.3.2 uanInTIVIATIEIRMAWIRaAY (Raw material) waammmﬂmﬁ‘lﬁ‘lumswamuﬁuwmuﬁumaawm«uamwamm

L

uagknda TngAu
4.33 sansfnwruaslussessnveden (Long term stability) aasatisenyuessiitunsiiou auenansiity
(i) Tunsdeuelunsdinedousiumuunnnii 2 9
4.4 fpEe
4.4.1 fiaveriaviadeiietueiagiaioe 5 nass Fudushumuansseandealdasudaunuiiimualuidenuauds
ludhssiu
4.5 myUsefunmuameiiduey
4.5.1 ergueseniidsaudaslitesndt 1 ¥ unniudaey
4.5.2 pwnnefidwoy wfesdsdnnmigluiusemansiezieiuiidweuresidn
453 lunsdliwmhessmeahmsduiedeiidusuiedminiinnsigunm miwsenssimddefowefiodien
‘[murfu1mvmammzwuanmummwwwmwmsmms"mmiqvmavmwdswm'uaum'lmwa’[.umsmqmLﬂiﬂ,wﬂmmwuaw
1917551 (Reference standard) lunsdiinuitelidulumunndnunzans whenemseanudvsliiufinsuinsiaue
TIFTINA VD VIBUAL/ usaqwam‘iumama’lﬂ
4.5.4 mrmmaﬁouﬂaumauwnn‘smmaaﬂnmmaw wuneny iadloinmsdeuanmisuimualagbifideuly
4.6 \@naIsuq
4.6.1 nsdlausllldenduuuusosiinansdne bioequivalence aseriiauesaUsuiisuduefuuuy Tng3sns
mnmmauflulﬂmwanmmmLtavuu";UgtT“‘Lunﬁﬁnu'n‘l’hauua‘uaqmmuqmaaﬁwumwuﬂmmﬁmm'imwml.a.m NIENTH
GRBRFIGL] nimﬂmmmmwaemmuuuwummuuﬂaud w.7.2535 way e lungu fai
n. eniteglungu Biopharmaceutics Classification System (BCS) Class 3 w38 4
4, g1ididuTinsinwuay (narrow therapeutic index drugs)
A. ifidninnuamgnIsINsEIMISWarE YN IFIE N IANY) bioequivalence iy e1Auiiia
gnidu,zidovudine ,m'l,ugﬂuuuﬁﬁ’ﬂuﬂmmiﬂamﬂﬁaﬂﬁamﬁﬂﬁm (modified release) Wunu
5. n1sUssdiuAUszansnmeasian (Price Performance)
- AIBNAITUUUVINELEY 1
6. Maulundnidymy,
é’wwu@ueau’lﬁc’d’é’aﬂmﬁnﬁmmwﬁawmé‘mmwriaumn
6.1 Wusemsunfigndnesnantydeilsmea
6.2 wamsinwilid InunsBuduainuamdnguatusingg
6.3 finanTiessiannaAveImaninisuwd ienmnhsnuiinsensasisuauivserhendulidunesig
6.4 mhwrvmslwaiateuinsaquani 4 mmunwuammm’mmanasmm'ﬁummmnuﬁmmwsanszmumﬁﬁmm
WIDaINIILNdYNIT
6.5 uanfusiviafignFenifuAunniewmaalasdrinnupmenTTuNseMISUATEN usnavesdya azdensn

WUNAMZALY YR ynAsanuel vishu wamRundund wedwiily



20
qmé’nwmmﬁmwmm Methylprednisolone succinate 1 g for injection v

TseaneruiauasuIBn

1. fotn Methylprednisolone succinate 1 g for injection
2. pruwtAvialy
2.1 Wunsendun Usieende dmsudama IV wse IM
2.2 Usenausie Methylprednisolone Sodium Succinate w38 Methylprednisolone Hemisuccinate Faanyaiy
Methylprednisolone 1 ¢
23 Uﬁﬂumwm‘iWmacﬂ‘diﬂﬂmnwa wiandhethendwsuvhazae
24 amn'mJ5vnguumﬂuuws‘sﬁ]maﬁw%am a'a‘u'di"naumma‘mmuawmmma Judn Tumieey auiindn luvsdou
fnduen waranmelunsifivineliTany waraainuumag edsessyylion dulsenaudienddguazaiiuuse T
vneTy wauiindn Vediedaau
3. guanlEmavaia
- Narm’mi?aiaﬂiﬁuwﬂmmw&‘f}ulﬂmu finished product specification Wa¥ drug substance speoﬁcatlon fitnedanan
wndwifuatudsiudsldeamedounedinnuangnssunseviiuasel 3y VTR Tagluadstipausnssunis
a”‘mﬁamuﬁﬁwmmwiun'mn'i"m'mmﬁﬁfuﬁﬂﬁm JEUATIET WA.2561 aatufl 6 Suneu 2561 (asemAlusion
qmnmmw 12 nuaWug 2562) Ais USP 39 ,BP 2016,EP 2014 uax JP 17
muummmauaﬁm $rdaeatuilvinimiossendy w.ﬂu"h]muﬂsvmﬂﬂ'ivwma’m'ﬁmam‘iaa FEYMITIEN
'watauaﬂmﬁamLmLaﬂa'ﬁmsﬂmﬁ"lﬂmwmuumwsaumv
Wiunsiatsan MWﬂUﬂaﬂwuwaaﬂm,ni'iumﬁwmisuma

3.1 Finished product specification: USP

Lb) Test Items Specifications

1 | Identification Meet the requirements

2 | Assay 90.0 - 110.0 % of LA of Methylprednilolone

3 | Uniformity of dosage units Meet the requirements

q | pH 7.0-80

5 | Loss on drying Not more than 2.0%

6 | Bacterial endotoxins Not more than 0.17 USP endotoxin units/mg of

Methylprednisonone

7 | Sterility Meet the requirements

8 | Free Methylprednisolone Not more than 6.6% of LA of Methylprednisolone
9 | Particulate matter Meet the requirements

10 | Constituted solution Meet the requirements

3.2 Drug substance specification: @anasade (A) %38 (B)
(A) Methylprednisolone hemisuccinate : USP

{0 Test Items Specifications

1 | Identification Meet the requirements

2 | Assay 97.0 - 10.3% of Methylprednisolone hemisuccinate

3 | Optical rotation +87"to +95°

4 | Loss on drying Not more than 1.0%

5 | Residue on ignition Not more than 0.2%

6 | Organic impurities
-Any individual impurity Not more than 1.0%
-Total impurity Not more than 2.0%

(o S ) (o S ) (e SO )
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(B) Methylprednisolone Sodium Succinate : USP

4o Test Items Specifications
1 | Identification Meet the requirements
2 | Assay 97.0 - 10.3% of Methylprednisolone sodium succinate
3 | Optical rotation +96° to +104°
4 | Loss on drying Not more than 3.0%
5 | Sodium content 4.49 - 4.77% on the dried basis
WUBLNG :

ciad - @ o 3 o « wf a v : M Vs aia W
- nsdifeemedeuudinaiu (waive) msnsisauiiesievisensia duwansenarsudngiudinaifilasuayli@sg
- Drug substance specification fsananluiiasizivesudn Drug substance %38 TuliATnesl Drug substance 183
qwammﬁmwwaw‘mwwm Faflinsasrdsstasunniadediimun

a. doylydun
4.1 dunnmarsenansmslisuaynntunsdousueniedmninglulsamalne uazdun (declare) udswdn
6.1.1 Tuddymstunedoudiue (e.2 vo.3 ne.4 wdurnad)
a.1.1.1 lunsdfuenikdnluuszmalng (e ve.2)
4.1.1.2 lunsdfuenindufienisutaussy Guneds ne.3)
4.1.1.3 lunsalfugmhihandisdsena uneis ve.0)

4.1.2 ludwelunsidurenitauema wieustauduaieniseauauammwssnAnusiiitunedou (Finished
product spectification) nedifiagseminamasunvasuiludiundy wfesuuienansmsvewily (8.5) ywdaude lnsve
uhlureuiuvszmasian 4 waglilfu 2 9 duaniudssmadssmesadifinnseting

4.2 lnsdlfiowdnlulsemelng drdafosdiduunnmaemideiusenmgiunsuangn aumdninueiIEnnsTirlumsHany
UDINTENTNAS 13U (GMP-PIC/S) Tumnaeiiaueneatiudrganusoumsnsivasy nelinamsiusesfiviufauenen
uaz Tuiindng
Tunsdifidusmindhainsneadszme QuﬁmﬁmﬁeT"lemwmwﬁ'&ﬁE}%’Uiaamms_ﬁwﬂﬁwﬁﬁmwé’nmmﬁ%msﬁﬁ lu
nswARET PIC/S (Pharmaceutical Inspection Co-operation Scheme) lagiaganu PIC/S participating authorities atu
arganuseumsnsaouleeinansivseaisiulseniaussmenandidnioind vistgraeatnuaausinsd
4.3 dunnmaneienaspudnyuzaEYeI aueTIA
4.3.1 HAMIATIVAATIERRUNNERTUsIvBHER (Certificate of analysis) ‘lumquwmmumama
4.3.2 nan1ImITieTeiaunWIngRu (Raw material) voshedyildluniswanejuiidaduioineivedidiou
uwazinaningAu

L [
P

4.3.3 namsAnwiaTuAluszerevee (Long term stability) aaandiiengveeitunsiou prasenasity
(i) Tunzdouslunsdvedousuunnni 2 1
4.4 g3
4.4.1 faupiimsesdsiietignadiaies 2 vIn Fadusunuanieandunldnsufumuiitmualuilonuaud
vludhedu
4.5 msUsruguamefidaey
4.5.1 ogupiiidmaudodiidesnii 1 ¥ duaniudswey
4.5.2 Pwnnaiidaiey wdpsddunnmasluiusemansinsisjuidaoureiide
4.5.3 lunsaliviiseymavinnmsduiegeniidmeudiodmsiTinsigdgunin mhsremsezimideioswediod s
81 T@wmeJ1ummmmmLwnanmu'\awuauwuuwiwmﬁaamﬂmmswwu,a~nJ'umuwm-naum'lmw‘lumws*mmswwq AW
warasuInsE I (Reference standard) 'Lummmwm'lmluLﬂu‘l\Jmmﬂmaﬂwﬁu%ﬂwu WhesInTeasudvs liduRansums
L@UBSIATEIAINA IV Y LU/ mauwamiuﬂ'samalu
4.5.4 mmmaasumaaumﬂuwnnsmmaaﬂnaumma nuADNY visdlafnnsidevanmnautmunlnglifdouly
5. nMiuszdiuA1UsEavBnmaesian (Price Performance)
- PulnATUUUINEEY 1
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6. Houlundnirdyn

pjmaﬁuaaulﬁ@’%aﬂmﬁnﬁmcgﬁﬁauwumé‘tgtyﬁdaumn

6.1 Wunemseriigniinaananigdelsmenuna

6.2 uan133nwlid loan1sBuduainunmdnguaumigg

6.3 fiamsArneinnnainemaninisumd viernmisnuinssnsaisisauquiuserheniulidunnsgy

64 mhenwmshuedetieuinquami 4 fewniudyginsinteimeiadniuillaswsvionsansassugy
WIDBIAMSINdINT U
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Qmﬁ’nﬁm:mw*lwmm Sevelamer carbonate 80 mg Tablet o

lssweunauAsuIen

1. ﬁilﬂj Sevelamer carbonate 80 mg Tablet
2 Rt

2.1 updiniindudszniy

2.2. Usznaudesig Sevelamer carbonate 80 mg

23, ussqadlunmuuslinaiviuuasararuiy

2.4 apnfiusinguunuuusTwinsseyfion dwlsznoussdidyuaranuuss Jundn Yumiaeny wuiikdn wunadou
frfuen warannrlumafivinliShiau uaramnuunivurussgen sgadesseylenn dulsyneuseddyuazanause
Fuvuney wuiian Teddaau
3. auandAnamain

- nansns e iliulusu finished product specification wae drug substance specification 7181384910
indurinfuatudiniudddeanadeuriedinnuamuenssanmIsswaLen NSENTIIANSISET Tnelunfsinnznssunas

Sre8emuhiT eI INUsENIANTENTINANSTAYEEY SEYITIeN WA.2561 Aviuil 6 SunAu 2561 (asUssmAlusvAnm
wunwiuil 12 nuaiug 2562) fie USP 39 ,BP 2016,EP 2014 uag JP 17

w. = v ¥ a e U o T ) - § - o
salunsiifiauosia Sdwheratuiimindmiesmnedu Sadulumusenmansenrsanssuguides seymsen

'lﬁ%la‘ua‘sﬂ.meiaﬁwtu1Lanm'sﬁﬁ'immﬁﬁ'n54uwmw%’am'f'm
5 - g . - ey =
Waillunsiarsan Wiutunaefiiavaswnenssunsinensa

3.1 Finished product specification:

U9 Test Items Specifications

1 | Identification Complied with finished product specification

2 | Vueneiddy 90 - 110.0 % of anhydrous sevelamer carbonate
3 | Disintegration test Not more than 20 mins

4 | Loss on drying Not more than 14%

5 | Unifermity of Dosage Units Complied with finished product specification

6 | Residual soluble oligomers Not more than 0.2%

7 | Residual allylamine Not more than 5 ppm

8 | Microbial limits Complied with finished product specification

3.2 Drug substance specification:

) Test Items Specifications
1 | Identification Meet the requirements
2 | Total Titratable Amines 113 - 14.1 mmol/g
3 | Loss on drying Not more than 8%

4 | Carbonate 15 - 20%

5 | Swelling index Not more than 11

6 | Soluble oligomers Not more than 0.1%

7 | Residual isopropanol Not more than 200 ppm
8 | Residual allylamine Not more than 3 ppm

9 | Residual acetonitrile Not more than 50 ppm

10 | Residual epichlorihydrin Not more than 1 ppm
11 | Residual ignition Not more than 0.2%

12 | Total Halides as chloride Not more than 2%
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D) Test ltems Specifications
13 | Heavy metals Not more than 0.002%

14 | Microbial limits Meet the requirements
WU ¢

- natifvnmedouudinsiiu (waive) msnmaasuiiasizinemsla Wbuuanuenasvdngrudnaniildsueyiise
- Drug substance specification Ru1sananluiiasizivesiuan Drug substance w3a lulins1ei Drug substance ¥a4
guanendideguatulaatuvil Fafinsmsndenesiasugnihdeiidmun
4. Gaulyduq
4.1 dunamdisenamslisusygniunadewifuniodmhelulssmelne wavdiuns (declare) widswdn
a.1.1 luddymstunaiousiiue (ne.2 ve.3 ve.4 wusinsd)
4.1.1.1 luns@furindaluszmelng (neis ve 2)
a.1.1.2 lunsddugminduflensuisussy (mnefa ve.3)
4.1.1.3 lunsédlfugnindrannssseme e ve.g)

4.1.2 ludwetunsiouesniiauesian wieuseandeavdensauauaunmussmaniusiitunsdou (Finished
product spectification) nstifiegszvinemsiasuudadlufisdiy sxfeauuonarsnmsveudly (e.5) meudis lavve
wileAouuuszmasian « uarlifiu 2 B duanfulszmedsemanadidnnsednd

4.2 lunsdifivrdluvssmalve dadedidunmmaenddefuseunnsgumsnine aumdninasiisn1sfirluntasding
YBINTENTIEISUEY (GMP-PIC/S) lumnaniiauemeativdrganiusauntsnmiaasy Tneiinamsiusesieiufiauesian
wagTuilndnen

Tunsdiidusnidhsnsssvna dudndasidiunnmdeniidofusannasgunandnaumdninasiisnsanly
MIHAREN PIC/S (Pharmaceutical Inspection Co-operation Scheme) Inewuanau PIC/S participating authorities auu
angamusaumsnsivasulneiinanisiusesieiulssnadszninnadianuseiind wiegmasntwudusinsdl

4.3 ﬁ']mmwmeuanmsqmé‘ﬂwmuLamw'ummﬁmuaﬂm
4.3.1 HANIINTITIAIIY uﬂmmwmamnmmaamwam (Certificate of anaiysns)'Lumwwmtﬂumamq

L j
<

4.3.2 Han1InTITRATIEVRMNWInOAY (Raw material) 'uaammzﬁmgﬂ-ﬁ’lumﬁnammquwaaLﬂumamawmewam
vuaLHNERIINAY
4.3.3 wamsAnwAuAsiluszazeIveel (Long term stability) maaﬂmama'ﬂawlwuumuau aanansTiy
(i) Tunsdeuslunsdivadousuiunnni 2 T
4.4 feE19EN
1.4.1 fauemimdosdwhageegiation 5 vin Sadufumuaniseandealdasufunsiitmusluide
ARl Uy
4.5 msUseiuamnwe fideou
4.5.1 o1gweseiidaavdetlidesndt 1 9 duaniudaey
4.5.2 snnafidaey swdesddunamdidluiusemamsiasedenquitdaeuvoiin
4.5.3 'luni;iﬁmhuwunﬁﬁ'mﬁeim‘haﬂ"mmﬁeimamﬁaﬁwmﬁm's’:"ﬁﬂmmw WL ITsdesaaing
81 Tmﬂmmaavmmmmmnanmu%”uu'mwmaswmsmmﬂmLﬂ'ﬂwuuavmunswmauaw'hﬁhaiun'rsmnﬁmﬂvifrﬂmnm
uAzATUMST 1Y (Reference standard) Tunsdifiwuinethidulumsnadnuamane wherwmsvoanudnslisuiaunms
LEUBTIANEIAING 1B IRUIBUAY/ mawnam’lumqmalu
4.5.4 mnumaﬁumauummuwnnsmmam’lnamuﬂaw VLA vsadlaiantsdoranmrsuimuslnglufiouly

- MunETINYUINBEY 1
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6.2 wamsinuilaid lnansduduainunwndngueumigg
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AAANEMEIAWIZYBIYN Vildagliptin 50 mg Tablet o

Tsaneunauasuien

18081 Vildagliptin 50 mg Tablet
2. anuauAna

2.1 Wusndinviiasuusenu

2.2 Usgnausneden Vildagliptin 50 mg

23.ussgegluunsegiiiluuviondvio blister pack fitlostunamduld

2.4 sanfiusnguumuzuIwiosseylon dwdseneuiedfiyuaranuuse Jundn Sumieeny wuiindn wanadou
Afuen weranmelunmsifivinmlitaeu uasamnuunien ediaieeszylen dulsznaufeddyuazauuss
vunengy aufindn iodiednay
3. uANRMIwAla

- wansrTvdasesiasniduluan finished product specification ua drug substance specification #ignedsan
wiwsuatudisudsddaavedoudedinnuanenssunseiauazen nssnsnsasag neluadidanenssunis
5’14Eammoﬁﬁmmwszmﬁnﬁsm'zamﬁﬁmq'uL%aa SEYIIIE WA.2561 aviuil 6 Suneu 2561 (aeUszmalusiefisn
yunwiuil 12 nuaWug 2562) fis USP 39 ,BP 2016,EP 2014 waz JP 17

fufunsdifiauosie edaimeatuiilminiwiedmudy Fadulumulsemensemmsansisagudes seydse

Wglauermdidiunenarssiinenfildanaduuuiwionsy
vislilumsiinnsan Wrudugaeftivesauenssumsinsaug

3.1 Finished product specification:
1o Test Items Specifications
1 | Identification Complied with finished product specification
2 | Assay 95.0 - 105.0% of Vildagliptin
3 | Uniformity of dosage units Complied with finished product specification
4 | Dissolution test Not less than 80% (Q) of LA in 30 minutes
5 | Degradation products
-Amide Not more than 0.5%
-Cyclic amidine Not more than 0.2%
-Diketopiperazine Not more than 0.2%

-Any unspecified degradation product
-Total degradation products

Not more than 0.2%
Not more than 0.8%

6 Water

Not more than 2.9%

i Microbial enumeration test

Complied with finished product specification

3.2 Drug substance specification:

48 Test Items Specifications
1 | Identification Meet the requirements
2 | Assay 98.0 - 102.0% of Vildagliptin
3 | Sulphated ash Not more than 0.1%
4 | Loss on drying Not more than 0.5%
5 | Heavy metals Not more than 10 ppm
6 | Impurities
-Dialkylated byproduct Not more than 0.1%
-Amide Not more than 0.3%

- 1-Amino-adamantan-3-ol-
-Unspecified related substances

-Sum of unspecified related substances
-Total impurities

Not more than 0.1%
Not more than 0.1% (for each)
Not more than 0.3%

Not more than 0.5%
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) Test Items Specifications
7 | R-enantiomer Not more than 0.5% |
IR :

_ nsdifeamefoundimaidu (waive) msnssaeuliessisionsle Wuuanuenansudngrudindnfilasueyladon
- Drug substance specification a1 nluliasievivasdn Drug substance w38 TuilAsest Drug substance Y83
frdnondrdaquatulnaduniis Fafimsanviensiasuynidoiidvue
4, douladu
4.1 dwnnmdnsenansmsleueygetunadousiiuedodmingludsemelng wardiung (declare) unasedn
4.1.1 lwéddgmstunslousnue (ne.2 ne.3 ve.d udusinsd)
4.1.1.1 lunsahSuenindalutsevalne (et ne.2)
a.1.1.2 Tunsddugminduienmsuvussy (e ve.3)
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wiludeuTuusemesian « uarlaiiiiu 2 ¥ duanfulssmedszmanadianvseting

4.2 lunseifismanludsemelne udadoddinnmaemideiusennmsguniinGng svAnNs I M Flun sWERe
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lunseifidiugnindhanmeszme Qnﬁmﬁaaﬁﬁmwmw:hwﬁaEiﬁusaquwmig'mmwﬁmmwﬁnmmv’ﬁ%msﬁﬁm
nstERNET PIC/S (Pharmaceutical Inspection Co-operation Scheme) Tnevasau PIC/S participating authorities Aty
zi'mmmmaumﬁm'maauimﬂﬁmam‘s"s’u*smﬁﬁuﬂumnﬂs emasAddnvsaiind viiagmaontinudusinsd
4.3 a'n.u'tmwmmana'ﬁﬂman'acu.,mw1vwaw'mu.aua's'|ﬂ"|
a.3.1 uam‘im".mlm'mmmmwnamnmmmnuaﬂ (Certificate of analysis) ’iumsuweiatﬁumama
4,3.2 WaNINTITIATIVAMNIWIRGAY (Raw material) ﬂaammﬁwﬂmﬂﬂumsnammiumaaL"Cluman'\mwamuamm
uazgnaningiv
4.3.3 NanSANYIANMUAHI lUTEEZE1I031 (Long term stability) maaﬂ-ma'm-nmmmumuau menansiiou
(i) Funadsuslunsdvedeuennuannnd) 2 9
4.4 §98198N
4.4.1 fauenmfesdsiietiseagiiay 10 ndes Fadusumuaniseandealdpsuiumuiiimuntuide
AauA Uty
4.5 mUssfuamAmeidwBY
4.5.1 mUwammaauawaﬂuuaamw 1 9 fuaniudeay
4.5.2 gnaInTidwey avmaaﬁqﬁﬂmewma'lu'miaman'ﬁmﬁwmquwamawmwwam
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81 Tnefuneee waeaammnanmummuwmmwnﬁamiammswuua.,nJuusuumaum'lmw‘lumsmﬂmuam.,wﬁmmw
uaeaINnIs U (Reference standard)1unsmwwu11m‘l.nL{lu'lUmuﬁmaﬂum.,mmv VeI 5YeanuEvE isuRATaNMS
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