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AMANBALYDIEN
Linagliptin 5 mg film-coated tablet
(GPU 650812)

1. Foen Linagliptin 5 mg tablet
2. aualanaly
2.1 jUuuy Wugdiawmaauiay (Film-coated tablet) dwmsusuuseniu

2.2 dwtssney  Tu 1 diauszneumeien Linagliptin 5 mg
2.3 MYULUTTY U‘mﬁunwuzmiq‘vﬁmLmqﬁmmsnﬂmﬁ’umm"i'?ulﬁ
2.4 a3 - syyion dauusgnoudendrduazannunse Yundn Judueny Laviinan
wazawvziouisueliagnstanuuuussyiud
- vunusuTIEIegstinefesssylosmiodenisdn dwulsenauiien
ddnuaganuuse Juduoy uaziauiinanlidnay
3. AuanUAmamaila
Nam‘imﬂfﬁLﬂ‘iwﬁﬂmmm@u‘lﬂmm Finished product specification wag Drug substance
specification fig198s9nindesifuatuiieatu JeldaanzidousionuznssunisemIsuasen
NIENTNAITITUEY %ﬂﬁanﬁﬂﬁn%’Uﬁlij’é’ﬁaﬁav’fauﬂuaﬁ'uﬁl,ﬁﬂuwi'm%a’lmin’iﬂmm'sgmmé’wh%’ﬂlﬂ
frunils muUsEnIAnTENTNaNsIsuaY 1309 srysiifue A, 2561 astudl 6 Sunau 2561 (ag
Usgmelusiufioamuniui 12 nuanius 2562) uasdseniAnsevssansIsgy (589 seyinsen
(atufl 2) w.A. 2562 asiuil 3 n3ngrA 2562 (asdsznidlusnvRnaniunyiud 26 nsngAN 2562)
Finished product specification

G Test items Specifications
1. | Identification ATIUANY Finished Product Specification
2. | Assay 95.0 - 105.0 % of the labeled amount of Linagliptin
3. | Dissolution Not less than 80.0% of the labeled amount of
Linagliptin is dissolved in 30 minutes
4. | Uniformity of dosage unit MMM Finished Product Specification
Loss on drying Not more than 3.5%

6. | Degradation products
- Any unspecified degradation Not more than 0.4%
product

- Total degradation products Not more than 1.0%

U
- %1s Dissolution Wag Uniformity of dosage units TikuULBNAITHARISIEATLDEARANTT
Anrginnildudssvandeaiiduduaglilulu coa
- nadieanzdeundenmsiiu (waive) msnsavaaviasesisenisle Wduuanuonasndngu
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(1) enansmislasveygindunzideumiiveniedmiislulsamelng uazduns (declare) unas

WA
1.1,

1.2,

Tuddymstunudousiuen 16 vme.2 ve.3 ne.d s 8.2 wiusnsd

- naaidueindeluysanelng vneda ne.2

- nia'ii*‘n"Lﬂuﬂ’uﬁmﬂiy’mﬁ“anﬁl,l.timiq N80 8.3

- nsd@dugidhaneadsena vaneda ve.d
Fvptunzdou vie.1 vie 8.1 vesnilauesia wioumeazndunadanisnuauamnn
voandnfusimuiidungidou (finished product specification) wavToMiNUARNAINYDY
FmgAiu (drug substance specification) niﬁﬁﬁagjiwdwn’mﬂﬁ'auuﬂmuﬁlmﬁmﬁmsﬁm
WUULBNAIN15VBUALY (8.5) NAN58Y finished product specification kag /N3 drug
substance specification Ingvauslunauiulszniausenmasiadiannseiind wagliiiu 2
U o Judssnmausmasandiannseiind

(2) BNATIUTBININTFILUNTHEREN

2,

2.2.

nsilominlulsundlne gudndesdiionaisiusewnsgiunisuaneimunaninaeiuag
ABnsiialunisudagn GMP-PIC/S Taewiasanu PIC/S participating authorities %3 ail
LONATIUTBINIATFIU GMP 209 INIUANENITUNITEIMITUATET NTENTIANTTTUEY B4
vuntulasiinnuaenadasuaziniioniu GMP-PIC/S lumnaniaues adudgan
soumsnTvaeulaeiinanisfusesiviudszmeausznnsmdidnnsedind
nsdlgninihandnysema guaasedlianaissuseanasgiunisudneanuvdninasiuag
FBnasiialuniswdne GMP-PIC/S Taenireeu PIC/S participating authorities 3o US
cGMP wesUsunadnan atuarganiuseunisnsivaey lnelinanisiusesfisiulsenia
Ussmnsimdidnnseiind vearumasndn udiuansel

(3) @nNASAMANYUEYDEIMEUDITIA

3.1,

5.2,

3.3,

Han1InsIlATITYiauA NN EnAsierdn3eguresdndn (certificate of analysis of
finished product) Tugnjuitduiiuietn
HAN1INITLATIEVAMAININgRuveIdI8nd 1Aty (certificate of analysis of drug
substance) Al lunsuanenuiidadumetsiweskdneuasinaningiu
lenansusenanguguduaudunusseninejunsuinvesingiuiigndifey (drug
substance) 8 3.2 fiugunsnanvewdningierdnsagy (finished product) 4a 3.1

‘\\/ r((;x«‘-i" Padsiob oo

wndynsugawull dudszan WNAUNTUYIEING VARURNNS WndUNsAnARTS nndn

U38571UNT5UNIS N33UNIT N534NT3



wthil 3/3 nauf 3 naueninulsnuIvau (lenansuuu 1)

(4)
(5)

(6)
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3.4. wan1sANw long term stability maamhemqﬂummﬁ’ﬁumﬁUul'ﬁﬁueiﬁﬂ’ﬂqwuﬂmsnﬁumi
2ITUAZYN NTENTIASSNEY

nansuanseiiaueduniuismdugndaviodunudnnielaonss

A0ENEN

5.1. flauesian fesdeiiagaenetiaden 3 mireussyius Sadusununansseazidoald
asuthumuiidvusluideauandivialudhadiu

mMsUseunun e fideey

6.1. ntdweufsiiongldldlifosndn 12 e tunntuduey

6.2. s mnnafideuzdosdsduuinmieluiusesransiinseioniuiidmeuvetidnuas
TuleneiingRuiauesianeuasaningiuillinane{uiideou

6.3. fimsdsundasingavliudeddonsunnads nevddulieneiingiuiiudsuluuuy
fudufininds

6.4. nsdiimhesvmsvinsguiiogeeiidweuiiodinssinseigunm mhesvmaz
vuthidedewwediegenlneduisszdosdisnindnaiuduruiiviigsynisdinsia
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AMANBLYDIEN
Insulin aspart 100 1U/1 mL solution for injection, 3 mL cartridge
(GPU 660258)

1. Fawn Insulin aspart 100 1U/1 mL solution for injection, 3 mL cartridge
2. aauinaly
2.1 JUuuy Duansazanela Usmainide dmsuin

2.2 dwdszneu  Tu 1 ml UsenouseserdAny Insulin aspart wliadzdansizt ndndoe
NI¥UIUNS recombinant DNA Tagdaaaduty 100 IU/ml vunAuTsY 3
ml siovasne (cartridge)
23 awurussy  usIgluvaeneidausimainidie (cartridge) dmiuldsaufutnnidnen
(Insulin pen) agnumugan wazussydusitosiuuas
2.4 figunsaiiitelddnen Uinnidaen (insulin pen) waw Wi (pen needle) S1uauidivame il
Insulin pen 1. wlawssvumu anansaduldeguninile
2. Musiuen (Plunger) annsanyunienunduladey
3. aunsauiunnee insulin Idafsas 1 unit Tnefidiauustvuneeadu
lefaaunndtuiuiy
4. aunsoduanvnaen insulin Iidelaenismundu
Pen needle  awsalgsiuiu insulin pen laegramungey
2.5 aan - syyleen dhuusenauiendidyuarauuss Jundn fuduey wuiinde
waziavil nefoudivenliednedauuuussy o
- vuA1vurUsTYEnetesdesssylissmiatontsdn drulsznauuas
YUINANLSIBET lanTindn Tudueng 1dawy
- fifemuudadeuliiiviiguvgl 2-8 ssmwaidva wazwinidsenisuy
W4 (avoid freezing) Tiuun1wuzussgen uav/vioussgsius
3. AudNUANIUmALlA
Namimﬂﬁlﬁim‘iwﬁﬁmmmﬂulﬁmm Finished product specification Wwag Drug substance
specification #8198 niadusfuatiuideaty Feldaansidoudanmuenssun1semsuazen
NIENTNAITITUGY ﬁ'&ﬁmé‘f’ﬂﬁw%’uﬁ’t%’é’w%aé)’mLﬂuaﬁuﬁgﬁauwim%almindwmmsgmmé’w‘h%‘u’tm
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Finished product specification

U9 Test items Specifications
1. | Identification M5I9NIUMIY Finished Product Specification
2. | Assay 95.0 - 105.0 % of the labeled amount of Insulin
aspart (570 - 630 nmol/ml)
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1 Test items Specifications

3. | pH 7.0-738

4. | Impurities/Related substances ATIWIUAIY Finished Product Specification

5. | Zinc 10 - 40 mcg/100 units of insulin aspart

6. | Bacterial endotoxins Not more than 80 1U/100 units of insulin aspart

7. | Sterility msmchumuﬁsxu’[u Finished product specification
8. | B28 isoAsp insulin aspart Not more than 1.0 %

9. | Particulate matter in injection m‘wmumuﬁizﬂu Finished product specification
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