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Empagliflozin 10 mg + Linagliptin 5 mg tablet

=
1. o8N Empagliflozin 10 mg + Linagliptin 5 mg tablet

2. fuautAnaly

2.1 guuu Wuswliamdouitasl (Film-coated tablet) dmsusudseniu
22 dwdseneu  lu 1 uWia Usznaumesien Empasliflozin 10 mg wag Linagliptin 5 mg
23 aeurussy  Ussglunwususseiiaumsiiainsatesiunmdiul
2.4 aa1n - vuUsTIA LRI syTepd YT naUEd WrLazA U Tundn Fudueny
wafindnuazaumsidouiiuelingadamu

- vuMTuBUTIgIeERsdatsEydan duusznauiiendndy ANuL uduony

waziaunnanlidau

3. anaudanunaia

HANIINTIVILATITVANUA riluluniy Finished product specification wae Drug substance

specification Ti81989a1nundrsnfuatiuiieatu deldannsifouronnznssuniseImsuazel nsense
A57504aY ﬁaf‘lﬂﬁ*ﬁﬁﬁuﬁ'{%’é’%ﬁaﬁaaLﬂuaﬁuﬁt,ﬁauwhw'%a'tmin’i'unmﬁmmé‘i’mﬁﬁ'ﬁlﬂﬁﬁwﬁmm
UsenANTENNAIsIIYaY FasEyrinen wa. 2561 auuw 6 SuAN 2561 (aaﬂ'sumﬂlmwnamuwnm
Juft 12 nnmwuﬁ 2562) warUirnANIENINaIsIINg 504 PAI PR (aww 2) W.A. 2562 asduil 3
nINgIAN 2562 (mﬂs:mm'lu'swnamw,mmmw 26 nsngIAN 2562)

Finished product specification:

U9 Specification N TOAUA
1. | Identification fsIRHLITiSE 'U’Lu Finished product specification
2. | Assay 95.0 - 105.0% of the labeled amount of Empagliflozin

95.0 - 105. 0% of the labeled amount of Linagliptin

w

Uniformity of dosage units

avIREumNisy rylu Finished product specification

4. | Dissolution/Disintegration

m’i’mm’iummﬁ:‘,u'{u Finished product specification

Degradation products based on
content of Empagliflozin

- Any unspecified degradation
products

- Total degradation products

Not more than 0.2 %
Not more than 1.0 %

6. | Degradation products based on
content of Linagliptin
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G Specification Inusdaiuun
- Any unspecified degradation Not more than 0.4 %
products
- Total degradation products Not more than 0.7 %

Drug substances specification: Empagliflozin

Specification inusidaniviua
1. Identification miwmumu'ﬁ's:ﬁﬁlu Drug substance specification
2. USinausiendrAty 98.0 - 102.0% of the labeled amount of Empagliflozin
(Auniluzy anhydrous)

3. Organic Impurities mwchumuﬁixq'lu Drug substance specification

4. Residual solvent m'i’mci’mmuﬁixi{lu Drug substance specification

5. Water content NMT 0.2 %

6. Sulfated ash NMT 0.2 %

7. Particle size Gl'i’;ﬁ]ﬂhumuﬁ‘ixq'[u Drug substance specification

Drug substances specification: Linagliptin

Specification InsITaNIMUA
1. Identification ﬂ'i?%shumuﬁ‘isu'lu drug substance specification
2. Uunnusendagy 96.0 - 102.0% of the labeled amount of Linagliptin
(Anedlugy anhydrous)

3. Organic Impurities ﬂ‘s’ai}ﬂ’mm’mﬁ.isq‘lu drug substance specification

4. Residual solvent mwdmmuﬁszq‘ln drug substance specification

5. Water content NMT 1.3 %

6. Sulfated ash NMT 0.1 %

7. Particle size mwsiwmuﬁszulu drug substance specification

eIV

- vh4a Dissolution wag Uniformity of dosage units liluulonasLanssIwaziduaRanIsIAsIeiun
Hdudsnesandoandusianilulu coa

- nediavsfundanisdu (waive) mammadeuinrzisenisla duuansenansmdngudnd
lFsuayliae

- Drug substance specification 9151910 1uTiAsIsRUDIdNAR drug substance wiBluliAsIed
drug substance wedjkAnedNIIY atulaatunils FsdimsnsaTinssiasuynifideidvun

/

Vi o W/
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4.

1)

2)

a)

Rouludue
Hlauesindissdudiunnmiioenans wiouasaeiiedausasenanslnefiisuna TwanBuadsil
wnasmsldsuegntunzfoumiusuiedminglulsunalne uazdiuns (declare) uvdandn
1.1, luddmstunaifousiuen 1o vie.2 ve.3 e vide 6.2 wduinsd
- nsdiduiindelulsenalve vaneds vie.2
- nsdidugminduienisuveussy vanefis ne.3
- nsdifdusninthannsinssema waneis ve.d
1.2. fwetunsifou ve.l vie 6.1 veseiiauasnal wisusariBoaiivenisAIuauANAIMYeY
nanfausinuiidunzdiou (finished product specification) wagdarvuaamuamyssingAu (drug
substance specification) nssﬁﬁaq’331&d1an1nﬂ5wuﬂaaurﬂmLﬁmﬁmzﬁamwLanmsmwmgﬁ‘w
(8.5) 3oy finished product specification Wag/v3e drug substance specification lagvaurle
outuusenimlsemasididnnsednd wazliiiu 2 U e SudszmavssmenaBidnnsednd
LONANTSUTBINNTFIUNSHARNEN
2.1. nsfgndniulssnelneg Q’Néﬁsﬁaaﬁmﬂaws%’maammﬁ’mmim%mmmwé’ﬂmmﬁuaz"i%msﬁﬁlu
nsWARET GMP-PIC/S Tagwndleaiu PIC/S participating authorities #3afilanansiusowIAT§IU
GMP 999d1UNMUANYNTTUNITOIMNTUATET NTENTINANTITUEY Farmuadulasiimuaoandos
uazvinifieuiu GMP-PIC/S lumnaeniiiauswe atuarganuseumsasiadaulaeiinanisiuisad
Fulsgmmlszmasimdidnnselind
2.2, natiprthidmnsinsUsana gudnsasiienasiusounasgiumsnansimumdninaisivayisnsia
Tun1suansn GMP-PIC/S Tnawuaea1u PIC/S participating authorities ¥58 US cGMP 183Usgine
Hudn atuageauseunsnsiaey tasdnanisiusasiciudszniauszmnsandidnnsaiind vie
9gnaaAtin waIuAnTdl
LONANTANANYUL YR TLALDTIAY
3.1 wan15nsIvATIERANANEn A usieduiaguvesdndn (certificate of analysis of finished
product) Tugnsuidutiudaogg
3.2. uamInTIviATeinunwingfivuasiiendidty (certificate of analysis of drug substance) Mdlu
mawaneguidndusegwisesnanewasnan Tngiu
3.3, lanansvasnangiududuanuduiusssningunisuinvesingiusendiny (drug substance)
1o 3.2 fugumswdnvaandndusie1dnsagy (finished product) 18 3.1
3.4, waMSANW long term stability aaantasenguaseiitunsloulifudninnuanenssunisems
WaTH1 NTENTINEANTITUEY
wnansuansheniaueiiuefiuismdudndniofunusmiralagnss
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6.1.
6.2,

6.3

6.4.

6.5.
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1. %own

2. AuENUANalY
2.1 3uuuy
2.2 dulsenay

2.3 ATUEUIIN

2.4 9unsnd

2.5 28710

naui 1 naueinwlsAuIvIIL (lBnansuuy 2)

AMANYULANIZYBIYN
Insulin human 30 iu/ml +Isophane insulin 70 iu/ml
Suspension for injection in cartridge, 3 ml cartridge
Insulin human 30 iu/ml + Isophane insulin 70 iu/ml Suspension for injection in

cartridge, 3 ml cartridge

Hugdaluguuuusnihuniuseneuinngu Unannide
U38nauaIBsile7 Insulin human iindrduas1zvaienssuIunis recombinant
DNA laedl Insulin human 30 iu wag Isophane insulin 70 iu Tu 1 ml, Y31es 3 ml
usslunasaussguusmanide dsfedldfugunsaidmuiaga (penfil) way
usseusiloeiunas
fiqunsadiilelinefio Uanmdnen (insulin pen) ua sy (pen needle)
Insulin pen 1. ulswsun awnsaduldogrendnile
2. Musuen (Plunger) annsavyuvdasiundulsidng
3. awnsaufuaune insulin 1afsas 1 unit lnefifuauvieanaysy
nefiveaivlidniuniauiy
4. annsaviuanuunnen insulin lddelagnsvgundy
Pen needle ansalysauiu insulin pen l@pgrawsnzay
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Ha rl'l‘im’;iﬁtﬂ‘éwﬁﬂmn’]mﬂulﬂmu Finished product specification wag Drug substance
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Finished product specification:

nauy 1 navesnwliauIvg (lenaisuuy 2)

k) Test items Specification

1. | Identification m’mm”mmnﬁwﬂu Finished product specification

2. | Assay 95.0% - 105.0 % of the potency stated on the
label, expressed in USP Insulin Human Units/ml

3. | p8 mwmumuﬁssu‘iu Finished product specification

4. | Limit of high molecular weight proteins | Not more than 3.0%

5. | Zinc determination 0.02 - 0.04 mg/100 USP Insulin Human Units

6. | Sterility test m’mhum’mﬁ'iquu Finished product specification

7. | Bacterial endotoxins Not more than 80 USP EU/100 iu of insulin

8. | Soluble insulin in human content miaﬂﬁéﬁumﬁﬁizﬂu Finished product specification

Drug substances specification: Insulin human

Test items

Specification

Assay

Not less than 27.5 USP Insulin Human Units/mg
(calculated on the dried basis)

2. | ldentification test

n3RH umaMsyy Ly Drug substance specification

3. | Impurities/Related substances
- Individual impurities

- Total impurities

Not more than 2.0% of A-21 desamido insulin
human
Not more than 2.0% excluding A-21 desamido

insulin human

4. | Limit of high molecular weight proteins

Not more than 1.0%

5. | Process-related impurities
- Single-chain precursor content
- Host cell protein

Not more than 10 ng/mg

Not more than 10 ng/mg of insulin Human

6. | Zinc Not more than 1.0% (on the dried basis)

7. | Loss on drying Not more than 10.0%

8. | Insulin assays (Bioidentity test) mnmumuﬁizﬂu Drug substance specification

9. | Microbial enumeration tests and tests Total bacterial count : Not more than 300 cfu/g
for specified microorganisms

10. | Bacterial endotoxins Not more than 10 USP EU/mg of Insulin Human
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Drug substances specification: Isophane insulin suspension

k%3

U Test items Specification

1. | Assay 95.0% - 105.0% of the potency stated on the
label, expressed in USP Insulin Human Units/ml

2. | Identifiaction test mﬂi}&iﬂummﬁwq‘iu Drug substance specification

3. | Limit of high molecular weight proteins | Not more than 3.0 %

4. | Insulin in the supernatant Not more than 1.0 USP Insulin Human Unit/mt

2. 1 pH 7.0-7.5

6. | Zinc 0.021-0.04 mg/100 USP Insulin Human Units

7. | Sterility test Gmﬁwhumuﬁ‘ixulu Drug substance specification

8. | Bacterial endotoxins Not more than 80 USP EU/100 USP Insulin Human
Units

NABLwg:

- nadlienadaundinsiiy (waive) msnsieaouiinssiniensla Widundngudnanilldsuoyts
Rl
- Drug substance specification #iansaunanluliaseivesindn drug substance M3aluiiAsIww
drug substance vosnAngdNS3U atulaatunils Sadinmsrmsiianeinsunniidedisvue
a. Geulvdy
favonadesduduuinmieienans wiouameiiofesusonanansiaegiism swanduacsil
1) enasmslifuouymtunaduusiiusniiesminglulsemalne wavduna (declare) uvdsndn
1.1. Tuddgnstunsoushiuen 1dun ne.2 ne.3 ne.d vide 6.2 udusnsd
- nsdidunindrlulsemelng et vie.2
- nsddusmintuionisutaussy wnee ne.s
- nstdusniudhannsnasena el ve.s
1.2. Awatunsiiou ne.1 ie v.1 veseriiaussian WiouIwasduAtIton1IAIVANANAINTDY
nAnAusin AT uNzSoY (finished product specification) wazdarimunauN mYeIngau (drug
substance specification) nsiiflagsenitsmsidsundaudlufiudinesdosuuuienasnisveusly
(8.5) unTau finished product specification way/m3e drug substance specification lagvaunily
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naud 1 nauerinwlsnwIma (enaisuuy 2)

2) 1BNATTUTRWNTFIUNTHERNEN

2.

2.2,

nsflgmdnluussindlng dudadediionansfusesnasgiumsndninaumaninusiuagisnisialy
N1SHANET GMP-PIC/S Tmewiaea1u PIC/S participating authorities #30illonansiusominsgiu
GMP 993d NI TUANYNTSINITOMNIUALEN NSENTNAsITNAY Sarnuaiulnsiinnudonndos
uazviniiuniu GMP-PIC/S luminaeiausue atuagamuseumsniaseulneiinanisiusesi
TulssmaUszmesimdidnmsetingd

nsdgnindianeelszne guandesdionarsiusennaspiunsudneinumdninusivagisnsia
lunsuanen GMP-PIC/S Tnumuasanu PIC/S participating authorities ¥38 US cGMP 10U ssina
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3) LNANSANANYNEYBILINEUDIIAT

3.1

52

3.3.

3.4.

3.5,

HANIIASIVNATIERAUAMNAN LT E1d 153U venER (certificate of analysis of finished
product) Tugnsuitdadumietie

HANIATIVIATIZRUA M TRgRUYDITIBdIRYY (certificate of analysis of drug substance) il
‘[umsmamm‘g’uﬁﬁ'uﬁuﬁaaehaﬁ"wmQ’Nﬁﬂmum%’mﬁﬁmqﬁu
nassevangududuauduiussevitjunisudnvasingiudendidy (drug substance)
4o 3.2 fujumndnvesndniniendnsagy (finished product) 4o 3.1

nan13Anw long term stability AaentMe v Iitunsdoulifudinauenrnssumsems
WABET NIENTNATITUAY

wnansiusesilissuunisiiunazdndasndu cold chain system Aldunnsgiu amuvdninast Good
Storage Practice (GSP) wa¥ Good Distribution Practice (GDP)
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5) oyl
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6) MsuszAuRuNNETIdwWaY

6.1,
6.2.

6.2
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6.4. nsiiimizesiumsimsguiegneniidweuiiodmssinszinum whesenisagiwiiide
faavadiednenlneduisadosdenfindnmudiimienemsdmansinssiuandugiu
Anvaualddreiiinterdunmnsalinnginuam nsdiinuihelidulunugudnvusians
wiheswmsveanudvsliiuinsanmsiauenmednanvesreuas/misuaslunsiisly

6.5. wiiidebureniudsusiiionilnavuney wiadlaiiansdesanmseusznislaq autwualag
Lifideuly wazedafinuindinisuandnnedusdesiudeudusuinauussyiusidunely 7
i

7) duedusenlienidndyaineuasuimun Tunsdldeludl

7.1 nsiivamsquasiviiesisiond Tnensiineimansmsunndvioesufjunnsildinmsgiu ISO/EC
17025 wamsnsivinneildidulunumasgudormunluvssmeysznansian

12. nﬁtﬁmﬁmﬁ’mﬁawﬁﬂﬁgm'%'amﬁ‘uﬁufﬁ"mﬁaqmmmimaé’wﬁ'ﬂmmmm'iumimmma::m Tugaaan
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Uiunmuelvlifusmasingals
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9) sesiigunsaidagn Ussnausadinmidngn (insulin pen) uazwadiu (pen needle) Tnelslfianldd1asad
- dnmidagn (insulin pen) muanudndunasimunzauusgiie
- WA (pen needle) aeetar 4 dusia 1 cartridge
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1. %aen

2. AuauuANIlY
2.1 gULLUU
2.2 dulsenau

2.3 MYULUITY
2.4 aan

3. AuauUAnIumaila

NNl 1 nuensnYIlsALIMIIY (BNASULY 3)

qmé’nvm:mmwaem
Insulin aspart 30 iu/ml + insulin degludec 70 iu/ml
solution for injection, 3 ml prefilled pen
Insulin aspart 30 iu/ml + insulin degludec 70 iu/ml solution for injection, 3 ml

prefilled pen

Hugdsluguuuuamsavarsla Lifd Ureainde

Usznaumiesaen Insulin aspart 30 % way Insulin degludec 70 % Vavm 300 v,

U393 3 ml

UssyluvasnusgeIUTmndenioudn

- vuussyAmsiseydent dutsznaumiodidyuasaunse Juiindn fuduany
wviindnuaziavingdouiuel sty

- YuMuEUsIREIB R sisssytesmiatenisf diuusznaulasuunnIy
U538 laiindn Tuduong 1iaiay

- fifonuudadiouliiuiigungdl 2-8 ssmwaidea viuuguds vuussyfusivie
MYULUTINEN

Nan'\'sm'aﬁ}“"amiwﬁammmﬂ wlumu Finished product specification Wag Drug substance
specification 819843 1nuadwsinsvatuiiiertu Seldaanafounenmsnssunisemswaze) nssnNs
asnsgy einduhiuilisudtenduatuilifioumimielminimasgundusiuladsunilonu
Us¥meANTEnsINEns seizde 13095eysingien we. 2561 asiuil 6 fuanau 2561 (asuszmalusiwisangunm
Fuit 12 nuanfus 2562) uasUszn1AnNTEns@s IsuAY 309 srysise @UUT 2) wa. 2562 asiuil 3
nsn A 2562 (aaﬂﬁzmﬂ“luiwﬁamqmnmi’uﬁ 26 nINAN 2562)

Finished product specification:

0 Test items Specification
1. | Identification m'i'sﬁlri’mmmﬁ'im{lu Finished product specification
2. | Assay Insulin aspart 171-189 nmol/ml (95.0% - 105.0 %)
Insulin degludec 399-441 nmol/ml (95.0% - 105.0 %)
3. | pH 7.0~ T8
4. | Impurities/Related substances mwﬂi’mmzﬁiwﬂu Finished product specification
5. Zne 23.3-31.5 pg/ml
6. | Bacterial endotoxins Not more than 80 1U/ml
7. | Sterility m'mci’tumuﬁiztﬂu Finished product specification
8. | Metacresol 1.58 - 1.89 mg/ml
wrmdne :‘f;s'ﬁé'uﬁ auas ATy wwuwﬁam%’um%ﬁmﬁﬂa ..:;%%;:iumﬁ:quuﬁ Auvszan
UsesunIsunis NITUATT N334N1%
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WndYNTNIEINS Tnadufiving WAYNSAINAYMS wnade
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D Test items Specification
Phenol 1.38 - 1.65 mg/ml

10. | Particulate matter
- Size 2 10 um Not more than 6,000 particles / container
- Size 2 25 ym Not more than 600 particles / container

Drug substances specification:

HamInsIvinssvinan wmlulunii raw material specification

VA8IuR:

nsdifeansdsuniansiiu (waive) nsasrasuiiasizvisensla Widundngrudsnanildfuouds
Ay

Drug substance specification finsaanluiinsevivesindn drug substance w3sludiATeyi drug
substance ¥esirARedTIzU adulnatiunils Salimsnsndinsevinsuyniiadodiivue

4. Geulvdu

Hrauesadasudiunnmdneianans wiavasansiiofasusesenansiaegiisiun eanduanil

1) wnasmsldFuaygmtunsdousisusnitodmihglulsmalve uazduas (declare) undsuan
1.1. ludynmstunsdousiuen 1dun ve.2 ve.3 ne.d e 0.2 udusinsd

- nsaliueniindsludsswalng vuneds ne.2
alal o “ i =

- nstimbugmihdiiensuuussy wned ve.3

- psamuenidnanenslsema wuneia vie.d

1.2. Arvedungidou ve.1 3 8.1 1eeTiaussIn1 wisuswanideaiitan1sAruANAMA YD

wanfausionuitunzidou (finished product specification) wazdaimunamnmussingiu (drug
substance specification) nsdifiegseninimsiAsunaudlufisfusgdasuuuienasnmsvauily
(8.5) WM $9Y finished product specification Wag/v3e drug substance specification laguaunly
nouiuusznausemasadidnvseind wagliiu 2 ¥ e Yudsenmavsenasiandidnnsetng

2) 1BNATUTBWINITFIUNTHARE
2.1. nsdlewdnlulsznalve uandasdiionatsiuseannsgrumsnaneimundninusinazisnisialy

nsudng GMP-PIC/S Taguinganu PIC/S participating authorities w3adllananssusewInsgIu
GMP 9898 iNUANENSTUNTOIMITUATEN NTENTNAIBITURY Faimuntulneiinnuaenndos
waziiaieniu GMP-PIC/S lunmnaeilauewiy atuaganuseunsnsavaeulnsiinanisiusesds
TuusgmAvszmnsadianvseing
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3)

4)

MU 3/4 ndufi 1 nduesnwlsanIvau (enansuuy 3)

2.2. mdlgnhudannsneusna gudndesiionarsiusesnasgunisidnsmumdninusivagisnsia
lunsudne GMP-PIC/S Tnemuasau PIC/S participating authorities %58 US cGMP 903U5gin#
Anan atuaganuseumInsivasy lnslinanissusesdiviulsenmalszmasimdidnnselind wie
2IYMABAIN UAIUANTEY

lenasRAIdNYE YR TIausTIAN

3.1 Han1Ins9NATIEiAUA N AR ALY ed 1T 93U TeENER (certificate of analysis of finished
product) Tusnuiidudiudiesns

3.2. HAMIATIVNATIBVANAMIRQAUVBIAIBEAYY (certificate of analysis of drug substance) il
‘LumsmﬁmmiuﬁﬁaLﬂuﬁaadﬂaﬁa‘uaqs;fuéma’u.l,asé’uﬁmﬁ'mqﬁu

3.3. lnasuzanangududuanuduiusssnitsjunisndnvasingdudasdifiy (drug substance)
19 3.2 Aujunmswinvewiiniueieduiagy (finished product) 4@ 3.1

3.4. wan15Anw long term stability maami'aamtg‘uawﬂﬁaﬁuwztﬁﬂuﬁﬁuﬁﬂﬁnmuﬂmn'i*mm'immi
Wase NIENTIENTITEUEY

3.5, wnansfusesifisvuunifivuardndeedu cold chain system fildunmsgiu samdninast Good
Storage Practice (GSP) way Good Distribution Practice (GDP)

wnansuansieieueidueiividnduindaiodunusmielaonss

MeEYn
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6.3. rilmswasuwlasingauliuda@onsuynass wioudduiinsmeingiuiudsuluuuuiuiudil
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6.4. n‘m‘iﬁwmEJ'iwmsv“nm3ej'ur?ﬁatiwmﬁeimamﬁaﬁqmaﬁLﬂswﬁqmmw wihgvmsagyimisde
$osvadedanlagduieasdesdeefindnmuinnuinisanmsdmntinneisenduliu
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whesemsveanuinslifuinsannsauenmedinanvesinsuay/viefuanlunfuisly
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7.1. nsilwamsduanaiiasizient laensuinermansmsunmdusovesfuRnisilduinsgiu 1ISO/IEC
17025 wanmsnninneiliilulunmunasgudeimusludsemedsemnasan
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Foun

2. puanEavialy
2.1 guduy
2.2 dnlsenay

2.3 NYULUTIY

2.4 gunsnd

2.5 aa7n

naui 1 naueswlsAUIMIY (BNATSLUL 4)

AIANYZIANIZVIEN
Insulin aspart 100 IU/ml solution for injection, 3 ml

Insulin aspart 100 IU/ml solution for injection, 3 ml

Wusdeluguuuumsavansla 1ifd Unannda
U52n0Un18§281 Insulin aspart ¥1AT1ed0ATIEY HARAIENTEUIUNS
recombinant DNA Taafiannuduzu 100 1U/ml 911aussy 3 ml
ussglunABAUTIEIUTIINEE Yiinns 3 ml Sadesldfugunsaidmiving
(penfill)
ﬁqﬂnmhﬁal*&’ﬁmm?za Unnidaen (insulin pen) uaz WaLla (pen needle)
Insulin pen 1. udsusavumu amnsadulsegnndniie
2. Mudiuegn (Plunger) anunsanyunianunaulaie
3. aunsauiueunen insulin WWAssas 1 unit Tnefidauvieainayed
yungTusuiulddauynduiuiv
4. aunsauiuanaueen insulin ladelasnsvaungdy
Pen needle amwsaltsauiu insulin pen natamanzau
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specification 819899 ninduifuatuifientu Feldannzidourenmznssunisomisuasn nssnas
ansnsngy Vstndusiuildddafenuatuiisumimielminiwiasguundudiivladfunimy
UTENIANIENTNAIT1TUED L%‘aaizuﬁﬁ’]m WA, 2561 avufl 6 Suem 2561 (@szmAluswianuny
Fuil 12 puaus 2562) wasUsenIANTENTI9as1TNAY 1309 Sys1s1e1 @UUT 2) 1. 2562 asiudt 3
nINGIAN 2562 (awixmﬂluswﬁwmmnwﬁuﬁ 26 AINIAN 2562)

Finished product specification:

U9 Test items Specification
1. | Identification avanumunssylu Finished product specification
2. | Assay 95.0 - 105.0 % label amount of Insulin aspart
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9 Test items Specification

3. | pH 70-78

4. | Impurities/Related substances m‘i'mhummﬁszq‘lu Finished product specification
5. | Znc 16.3 - 24.5 mcg/ml

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

7. | Sterility m'ﬁ}ﬂiﬂumuﬁszt{lu Finished product specification
8. | B28 isoAsp insulin aspart Not more than 1.0 %

Drug substances specification:

1) Test items Specification
1. | Identification mi?ﬁ}ﬂhummﬁizﬂu Finished product specification
2. | Assay 90.0% - 104.0 % on the dried basis
3. | B28 isoAsp insulin aspart Not more than 0.3 %
4. | Loss on drying Not more than 10.0 %
5. | Sulfate ash Not more than 6.0 %
6. | Bacterial endotoxins Not more than 10 IU/mg of insulin aspart
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- Drug substance specification #315019 0 UA1ASI8WvaEREN drug substance wIaludlAsen
drug substance vesrARE@SagU atiulnatiuniis Sedimsasivinszinsuynihdeiidmvun
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1) enasnisidsusugniunaisussusitedmirelulsadlng uazduas (declare) undswdn
1.1. Wdhdynstunsdous$ue Tiun ne.2 ne.3 ne.s vde v.2 udusnsd]
- neddueisdalulsanalne vaneds ve.2
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substance specification) ﬂsﬂﬁa§J"33%3’1:miLU?{UuLLﬂaaLz,r?lmﬁmﬁmséfaaLtumanmimwaur’ﬂ‘u
(8.5) u§au finished product specification wag/v3e drug substance specification lasaaunly
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2.1. nadiwdnlulssmalne dudafesionarsiusemnnsgrumssdneisamdninasiuag3snsiaty
n1suane1 GMP-PIC/S lauwnasau PIC/S participating authorities #38llana153uU T8N IY
GMP 989 11INIUALENTIINITOMISUAYE NSENTNAIDSUAY Faimuntulagianuasnados
wazviniieniu GMP-PIC/S Tunmnnerillausyne atudiganuseunsasiasulasiinanisiusesis
Fuusgmaszninsiandiannseiind
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3.1. nan13AsIA AT IERANA KA usis d 13 a3UvaENER (certificate of analysis of finished
product) Tugnsuiidaiiuiaetis

3.2, HANIATITIATIERRUAMIRgALYBIFEd Yy (certificate of analysis of drug substance) fild
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3.3, lnansnisvdngududuanuduiudsenineiunwinvesingiumeid Ay (drug substance)
{9 3.2 flusunisndnvomdndneiordniagy (finished product) 4 3.1

3.4. wamsfinw long term stability saeagasargasefitunsoulifudinnuannssunsamns
WAZET NTENTNAGITUAY

3.5, lenansiusevinfisruunsifuuazdadssndu cold chain system Aldinasgru smumdninast Good
Storage Practice (GSP) waz Good Distribution Practice (GDP)
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7) dvebuvenlisndndygineunsufimun Tunsdisteluil

7.1. nsdiuanisduanviiessiend lensfingmaniniswimdvieesufuinisildinasgiu ISO/EC
17025 wan1snsrvinseilidulumusnasyudedmualudssmalssmasian
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7.4, NSENANENTTUNTNRALNTE UV WENAUIENIATIAINA g mS 85 Ae vl wazduislianunse
Ysumaneliliifiusaidngnla

8) wirwswnsveanudnibifuinsumdniuseiivseiignionivAulasdninnuauenisnis
awnsuazenluszesian 1Y neutulssmeaUszmasiaididnvsetind
9) sesilgunsaldnen Usznausieuinnidaen (insulin pen) uagiaidiu (pen needle) TaglaifiAnldsnestd
- Unmideen (insulin pen) muanudndukazsianyanvesing
- Wi (pen needle) agnativy 4 duss 1 cartridge
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