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Empagliflozin 10 mg + Linagliptin 5 mg tablet

Fown Empagliflozin 10 mg + Linagliptin 5 mg tablet

2. AuaNURnalY

2.1 gUuuu Wuediadeuilad (Film-coated tablet) dwiusuuseniu
22 dmlseneu Tu 1 e Uszneusiedien Empaglifiozin 10 mg waz Linagliptin 5 mg
23 pourussy  usslunwurussyEaussiiansatasiunuduld
2.4 28N - vuUsTYAnsiiesEydesdulsenauinndidguazainuuse Jundn Fuduangy
iavindnuaziavzlouiivenliaghadnau
- vuMmurUTIREeEnaessassEylies duuszneuiend ity Anmuse uduoy
uaztauindnlitalau

3. AuaudAnIuvnaia

wamimw%mi’wﬁﬂmmmﬂ wlun1y Finished product specification wag Drug substance
specification 718198991nundesuatuidieniu daldaansidouronmenssunisaImsuazen NEnsa
a15150q fainduiuiligredefenduatiuiliflevsiwielminimnaspunduisuladiuniannu
UIgMANIENIWAIT1TULHY L'%aaixuﬁ'mm wA. 2561 avduil 6 Suay 2561 (aUszmAlusiefisamuny
fuil 12 quaius 2562) uazUsEnANTENINANSITUAY 1389 SEYFISIEN (atiufl 2) w.a. 2562 asiuil 3
nINEIAL 2562 (EmJwmﬂ'lm'vuﬁmmwimmi’uﬁ 26 NINIAN 2562)

Finished product specification:

2

U9 Specification

WEUITDANNUA

|dentification

asranunuiszylu 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

Uniformity of dosage units

a9k umusEylu Finished product specification

4. | Dissolution/Disintegration

f329n A NNSEYlU 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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79 Specification NUITRANUA
- Any unspecified degradation Not more than 0.4 %
products
- Total degradation products Not more than 0.7 %

Drug substances specification: Empagliflozin

Specification InaIUaNIUA
1. Identification m‘s’;ﬁ]f»humuﬁiquu Drug substance specification
2. Yunusiendifgy 98.0 - 102.0% of the labeled amount of Empagliflozin
(Aruaadlugu anhydrous)

3. Organic Impurities mmchummﬁ‘izﬂu Drug substance specification

4. Residual solvent mﬂﬁ]rfhum’mﬁszq’(u Drug substance specification

5. Water content NMT 0.2 %

6. Sulfated ash NMT 0.2 %

7. Particle size m”ﬁlmumuﬁlizulu Drug substance spéciﬂcation

Drug substances specification: Linagliptin

Specification nausidanvun
1. Identification mwmumuﬁiaﬂu drug substance specification
2. Yaanusiendasigy 96.0 - 102.0% of the labeled amount of Linagliptin
(Aunedlugy anhydrous)

3. Organic Impurities ﬁli’afﬂr:humuﬁ‘iquu drug substance specification
4, Residual solvent mq%mummﬁsm‘lu drug substance specification

5. Water content NMT 1.3 %

6. Sulfated ash NMT 0.1 %

7. Particle size Gli’l%l:humuﬁisq’lu drug substance specification

wagLve:

- ¥hie Dissolution wag Uniformity of dosage units TluulonansuansseazLdaanan1sitAsIEinIn
flfufareanduniidusuaniilulu coa

- nafifamzdoundinmstiu (waive) manseasuiiessisenisle liduuansonansudnguding
filFsueysiRsey

- Drug substance specification 31513 nlUTIASIwAYRINER  drug substance 3elullATIER
drug substance vauiHARgNdSagU atulnatiunils Fsinmsnnaiieneiasuynihdeiidvun
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1) wnasmslasvaygedunsidewiniuemedmieglusunalve uavduns (declare) wrasnan

1.1

1.2.

Tuddymstunsdeusiuen Iiun ve.2 ne.3 ne.4 3o 0.2 udusinsd

- nedifdueniindaluusemalne vaneds ve.2

- nsddugntindienisuaussy vanefis ve.3

- psd@iduenindiainsiaseme vaneds ne.d
fvotunzidou ne.1 vieo u.1 veswfiaussia nieusisaziBuaidonisniuauauAINYes
wanSausinuiitunzidou (finished product specification) wazdaimunauamysingiu (drug
substance specification) nsdifiegszuinamaivasuntauilufisduasfesuuuenaisnisvaurily
(&.5) w1 ey finished product specification waz/w3e drug substance specification 1ngvawAlY
neufuuseniAusenmasiaddnnsedind wagliiiu 2 U i Yuusesmadssmesiandidnnsedind

LONANTFUTBININTFIUNITHENEN

2.1

2.2,

nadiendnlulssmdlve fuandosionansiusemnnsgiunsnansmumdninasitasisnsitiu
NSWARYT GMP-PIC/S Taamnuaeeu PIC/S participating authorities ¥38itaNa133UI0ININTFIY
GMP Tasd N UANENTINAITOMTHAZE NS¥NTA130aY Fatmuatulnefiniuaenado
wagvinfieniu GMP-PIC/S lummnmgnilauene atuanganmusounsmsivasulneiinanisiusesd
Julsgmeavszninsimdianvselind

nsdleniidiandnssena uandesiionansiusemnasgiunsuanemamaninasiuagisnnsin
Tun1suane1 GMP-PIC/S Taguiaeanu PIC/S participating authorities %38 US cGMP 983U3sina
Jrdn atuarganuseunisnsavasy laednanissusesfiviuvsenmavsenminsinidiannseing vie
91EAABATN UAILANTE

LONANIAMAN YA YR TILAUDTIAN

3.1.

S

5.3

3.4.

HAN13IMITATITRAUN T MNEn A usie1d1SagUvesdnidn (certificate of analysis of finished
product) Tugnguiidausogis

HANINTIVIATILVIRNNIWIRGAUTDIFIEEATY (certificate of analysis of drug substance) Al
mananeuiidnduieteiosdneuasiuaningiu
wnamsenangIududunnuduiusseningunisnanvesingauaiendidey (drug substance)
fo 3.2 fugunsnanvesndndasiendniagy (finished product) 4 3.1

Nan13AN®N long term stability maamwmqmmmﬁ‘ﬁuwmﬁaul'ﬁ’ﬁuﬁ']ﬁfm'mﬂm:mﬁmmimmi
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lufidevly wavedafiwuirfinsuaninmeduedesudsuuiusiuauusseiusidunely 7
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7.1. nsdlnanisduarniasesid TasnsuinermansnmsuwmdvieresUfuinisildunasgiu 1ISO/IEC
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7.2. nsdindnfasienvdaignidonifvAuanniesmanlaedninauangnssunseimsuazen Tugaana
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7.3, nadnuilymemnmeniinsadeuudrin dsasdeussavsnauazmaasndosadiasilatuen
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1. ¥Yau

2. Auautanly
21 E‘ULL‘U‘U
2.2 @uusenau

2.3 MYULUTIY

2.4 gunsal

2.5 aan

naud 1 naueshwsALIMIY (leNansuuy 2)

qmé’nﬂmxmmmaem
Insulin human 30 iu/ml +lsophane 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

Hudsluguuuugiuungnoudunigu Usenide
Usenauaiediegn Insulin human YHaTIdUAS18WA78NT8UIUNTS recombinant
DNA lawdl Insulin human 30 iu Wag Isophane insulin 70 iu Tu 1 ml, Yuas 3 ml
usslunaanusIIEIUTIATINIGe dfadldfugunanidmiudne (penfill) uaw
usTfnsivaaiuuas
figunsaiiielfdnende Uinn1@nen (insulin pen) uar %udu (pen needle)
Insulin pen 1. wWhawsimuniu ansaduldegrainile
2. fusiugn (Plunger) anunsavyuvsasiundulade
3. annsausuunen insulin Wadas 1 unit leefidamieanatsl
yumeiiveaiulidalaunndunuiiy
4. ansoviuanuuingl insulin lad1elagnisvyundu
Pen needle @wnsalg5mAU insulin pen ldogamangay
- vuussyAsissyTosn duuszneumenddguazennauss Junda fuduong 1avil
wanuaziavivzidoumive ethadatay
- VunwuzUsIeesutesdiosssylesviaionisin drulsenaunazuuinay
W39TBYEN Lauiinan Tuduony Tideau
- fidomnuududouliiifiuiigumgil 2-8 ssrwalea Huudude vuussydusivie
AYUBUTIYEN

3. puanUAnanain

mamim%ﬁmswﬁﬂmmmﬂ ulUm 1y Finished product specification wag Drug substance
specification 781984 nndairFuatuientu Feldanedoudonnenssun1somITuazen NsENIe
a1513ge HadnduiduilisrsdsieaduatuiiieuivielminiunsgrunduiiuladSunieany
UsENANSENTINENSNINEAY Tassrysinmen wa. 2561 asiuil 6 Surem 2561 (asUsmAlusiwfivanyunm
fuil 12 nuawus 2562) uazUsEnAnsENIIasITugY (389 sEyise @UUT 2) w.e. 2562 asiuil 3
nINHIAN 2562 (aall'ismﬂ’lmwﬁamqmﬂwﬁuﬁ 26 NINNIAN 2562)
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Finished product specification:

naud 1 nueninyIlsauInIT (BNasuuL 2)

b Test items Specification

1. | Identification mﬂﬂti’iummﬁwqiu Finished product specification

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

3. | pH Fli’:ﬁ]ﬁi’]umuﬁssqiu 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 mi’aﬁ]ﬁ’]ummﬁ‘izq’lu Finished product specification

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

8. | Soluble insulin in human content mﬂﬁ]ﬁiﬁumuﬁizﬂu Finished product specification

Drug substances specification: Insulin human

UD Test items

Specification

Assay

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

2. | ldentification test

#3291 sEY LU 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%

Process-related impuirities
- Single-chain precursor content
- Host cell protein

Not more than 10 ng/mg
Not more than 10 ng/mg of insulin Human

Zinc

Not more than 1.0% (on the dried basis)

Loss on drying

Not more than 10.0%

Insulin assays (Bioidentity test)

A7736UMUNTEYlU Drug substance specification

O |00 N o

Microbial enumeration tests and tests
for specified microorganisms

Total bacterial count : Not more than 300 cfu/g

10. | Bacterial endotoxins

Not more than 10 USP EU/mg of Insulin Human

N - . s UMD i, TN, S TS
2 i oo B « € o a o i a 'Y} a a a

UANENIYIRAUUY BYATUATY UNEveas5unT %‘mmaqa WAINIVINNUL BuUsen
UszaIunNIINNIG 554N ASIUNIS

WNAYNSUIATNT TAFURANS
nssUANS

WAYNSARERMS wnale
NSSUNNS
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Drug substances specification: Isophane insulin suspension

k) 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 m?i}mumuﬁi:ﬂﬂu 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/ml

5. | pH 7.0-75

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

7. | Sterility test mmmum’mﬁ‘izﬂu Drug substance specification

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

GG
- nedileasduudamaliu waive) nanmsaeuiianeinemsla Tiduvdngrudnanildiueyia
Y
- Drug substance specification i1saaniuiieseiveiudn drug substance MIBlUATIENR
drug substance wesanedFazy avulnatunil Fedinsnseitneinsunnidediimun
4. Feulvdu
Aiauosimdesdudunnmaneienans wionasaneiledesusenenanslaegiisune TwanBundsil
1) enansmsldsueugntunadousdusuiosmielulssmedlne uagdung (declare) uvdandn
1.1, luddeymstunelousduen T vie.2 ve.3 ve.d vide v.2 wdusinsd
- psdifdueindsluusemalne vanets ve.2
- nsdidueniditensutussy mneds ve.3
- sddugidhanialszma vineiis ve.d
1.2. fwetunsidou ve.1 wie .1 veseniauesian wouseaziduniidonisaiuauamnn e
Nﬁmﬁku%mwuﬁ%ﬁwzrﬁau(ﬁnshed;yoductspecﬁcaﬁon)uax%aﬁﬂwumﬂsunﬂwmaeimqﬁu(drug
substance specification) nszﬁﬁagjj"aw’j'raﬂm,ﬂ?{auwaal,uﬂ‘uLﬁuLauﬂaﬁaqLLuULanm'ﬁmi’uaLLfﬂm
(8.5) Wawseu finished product specification way/%3s drug substance specification Taewaunly
Aeutulszmealszmasiadidnnseling wagliniu 2 ¥ a Judsemeadszmasiandidnmsedngd
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2)

LBNANTTUTDIINIFIUNTHEAE

2.1

2.2.

nsdlemdnlulsemelng fudndosienansiuseannsgunandnemuvaninausiuazisnisialy
NINARET GMP-PIC/S Taawmiaganu PIC/S participating authorities ¥38iiana135uT89L195§1U
GMP 999d i NUALENTINAITEMISUATEY NTENTNASITEY Feimundulasiinudenndas
wazvinLieniu GMP-PIC/S Tumnaeniilauans atuaganussunsnsraaeulneiinanssusesia
Julsznmalsznmnsadidnnseiind

nsdlenidhansisusame gudndesdionansiusennasgiunisuangaamdninasinayisnisie
lun1sndne GMP-PIC/S Taenuieeu PIC/S participating authorities ¥38 US cGMP 1839Usin#
HHER atuargamuseunInTindey lnefinanissusesdeiulsenieusemanadidnnselind vie
DIYAADATH WAIWANTE

LONANTAMANYULUBILTLAUDTIAN

5.1,

3.2

3.3

3.4.

5.5,

HAN19A5I9ATIENAAMEER AU 81d 153UV nER (certificate of analysis of finished
product) lugnjuiidadusedns

HAN1TATIVINATIENAMANINQAUYDIAIBNEIATY (certificate of analysis of drug substance) il
Tunsrdnenjuitdaiusesnafosiuinemasduaningiu
namIavanguiuduauduiusseningunsndnvesingAudiedifty (drug substance)
10 3.2 ffusumsudsvasmdnsdusienduiagy (finished product) e 3.1

Han15AN®I long term stability maaﬁ‘u"mmqfuaam*‘?i*'ﬁummﬁaul’iﬁ”ﬁﬁﬁﬁﬂaﬂuﬂmzﬂﬁumimmi
WAZYN NTENTIEANTITUGY

wnasiusesinfiszuunsifiuuardndsendu cold chain system fildiunsgiu aumaninast Good

Storage Practice (GSP) uag Good Distribution Practice (GDP)

Laﬂammm'j'}mﬁmuaLﬂumﬁﬁﬁ’mﬂuéwéw%ﬁ wnuImUIelaense

fneL198

5.1.

HiauI1A1 Aesdwinedenegieiay 3 miipussedue Fauduiununansseasidealaasuiou
munnvualuitonuautRmluts

s C; 1
msﬂazﬂuammwmwmmv

6.1. dewpunpaiongltlaliveenii 12 weu tuaniudweu
6.2. ymnnndaauIzAesdsdiuinnargluiusewanisinseieguiidwevvesninuarly
ArneiingRunavesnaneuasdraningaunldndnerjuidwey
Y = v - v v & 1% | a v a o o - |
6.3. Mimsvdeuwdasingivliudsd@onsiumnass nieudduimneiingiuiisuluwuuivaunn
Inad
G )
meawﬁa%ﬁﬂ'um ayasaidde wwigngesiun Juianana wndwnsudgianud duusem
U3E5IUNTIUNS ﬂ N33UNT A33UNT
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6.4. n3tifiiheensvnsguiiesweniideuiledinsivlinsigiaunin mheswnsazvimiiede
Yoavadnadnenlnefugaziediiindnnudniuiiviiosisnisamsisdinseiuandugy
Anvoudldinefiitedunsnmaiinssiquain nsdinuielidulumuandnvasions
mherwnsreanuavslisuinsanmaauenmendindnvesieuas/ vieluanluniaoly

6.5. wilsdefureniundsusilosilndvuaeny vieileiinnndenanimelsenislag deudmualeg
Lifideuly uazenddaiinuiriinisuaninmsdunedesiuideufufissuiuussyiusidunely 7
el

7) dvwdugenlienidndyginaunsuimue Tunsédlsialuil

7.1, nsdlnanisdunniviinsision lnensuinemaninsuwnduievesufoansildunasgiu 1SO/IEC
17025 wansnsavitaszilididulumusnasgiudeivualulsznmlseningiag

1.2 nsﬁwémﬁm%’amﬁmﬁgm?anLﬁuﬁumﬂﬁmmmﬁﬂmaﬁwﬁnmuﬂmzﬂ's‘ium‘smmmasm Tuganan
vosdyanaviieavany

7.3, nadinudgmamnmeniinsadeuudnin dmadeussavrauazmnulasafededinenldsue

7.4. nIdAAMENTIININALNTE UV AYsENMAT AN S o AeTivl waedugldanunse
Usunawglildifusimaananla

8) wiiesn1sveanudniliduiansundnfusoriiiussiigniSonifvAulagdinaueraenssunis
pmnsuazeluszoza 1 U deutuuszmauszmnsiadiannsedng
9) esdigunsaiingn Usznaumelinnidaen (insulin pen) wazaidiy (pen needle) ToglsifieldTedsd
- Unmdaen (insulin pen) auanudnduwasmingauvasgte
- %l (pen needle) aenetiay 4 dusie 1 cartridge
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AMANHALIANIZVIEN
Insulin aspart 30 iu/ml + insulin degludec 70 iu/ml
solution for injection, 3 ml prefilled pen
1. Faen Insulin aspart 30 iu/ml + insulin degludec 70 iu/ml solution for injection, 3 ml
prefilled pen
2. auauTAal
2.1 guuy Wuendaluguuuumsaransla Lid unaanide
2.2 dulsznau  Usenaumerien Insulin aspart 30 % wag Insulin degludec 70 % sasum 300 1U,
UYSums 3 ml
23 MuLUsTy  USITluvaeRusIeURIAndendaudn
2.4 287N - vuussyfusiseyfenn dwvsznaumendidguazaunse Tuiinan fudueny
iaviinanuaziavimeidoudsueliodredaay
- vunwurusTeIestiesfinssyylesmiedenisin drulsznauuazruianIm
u39wBseN Lavfin Juduey 1idau

=

- fdomnuutadeuliifuiigungl 2-8 ssrnwaldua vuuguds vuussyineivio
AYULUTTIYN

3. auantintamaila

HANIINTITILA ‘3’131}??} aarwilulunny Finished product specification wae Drug substance
specification 78198991 dssuatuieniu JeldsanedoudonmznssuniseImisuazen nsenNse
s Milnduiiuillisdioniuatuiiiisuminielminiwnspunduhiulasifuniaay
UsymAnSENTINans1saizan 130aseysin,en we. 2561 asiuil 6 Sunau 2561 (awsemelusiefivamguny
uil 12 NUATMUS 2562) uasUsen1ANTENT AU 304 STUYAITIEN (atfuft 2) wa. 2562 astudi 3
nsngIAY 2562 (asUsemalusvfayunsiud 26 nsngnen 2562)

Finished product specification:

k) Test items Specification
1. | Identification Gliqﬁ]mummﬁi‘iw‘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 7.0-78
4. | Impurities/Related substances mwrhumuﬁiaq'lu Finished product specification
5. | dnc 23.3-31.5 pg/ml
6. | Bacterial endotoxins Not more than 80 IU/ml
7. | Sterility m'i’aﬁlr-i’lum’mﬁ‘iquu Finished product specification
8. | Metacresol 1.58 - 1.89 mg/ml
wnvEndggRtu auasahedde wwidndgeosiun dwinnana wdsnsugawuil dudssa
Usgsmunssunms NITUNIT N3INNTT
WNAYNTNGIFING FI1BFURNNS Wndunsin@wms wnin

NS3UNIT NITUNTT




wii 2/4 nauT 1 ngueFnWIlsAUIVINY (BNETSUUY 3)

UB 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:
nan1sns93ATeiRunwdulun1Y raw material specification

VUELA:
- nadlfeensouudamsiiu (waive) mansvaeuiianesimenmsla Wiundngiudsnanildsueysia
el
- Drug substance specification #asaunanludiasigivesdindin drug substance v3aluATIEN drug
substance TasuanedNIaU atulaatunil Fdimsnneiensiasuynihdediivue
4. Reulvdy
fiauonmdasdudiuinmioionans wievasanefietesusenenansiaeiisiung swadundall
1) enanmsldfueygntunadoumivenitedmiegluvszmalng uazdiung (declare) uvasuan
1.1, Tuddymstunsieusiuen Tdun ve.2 ve.3 ve.a wie 6.2 udusnsd
- nadiuindsluussmelne vaneds ve.2
- ns@idugnidiitensuwsussy vaneis ve.3
- nadifugnindiinsnsuszna waneds ve.d
1.2. Arvetuneidou ve.1 wie 1.1 voserliauesian wieuTeazideavadonisaruauamnyes
wAnfusinuiitunzidou (finished product specification) wasdafuuAANAMNYBIINYAY (drug
substance specification) nsdifiegszuinemsasunasudlufinfuesdssuuuenasnisveuly
(#8.5) Ww5eu finished product specification wag/w3s drug substance specification lnguauwnly
AewiulseneUsemesianddnvsedng wasliiu 2 ¥ e udsemavszninsiadiannsedind
2) 1eNa3TUTBWINTFIUNTHEREN
2.1. nsdemdsluvszndlne guindesdionansussannsgrunsndnemundninasivazisnisialy
NMSHARET GMP-PIC/S Taawuiea1u PIC/S participating authorities ¥388tana133UT8IUINTFIU
GMP 9898111 N4UAMZNTINANTEIMITUATEN NTENTNASITUAY Bertmustulasfiaudanndas
uagvinifeniu GMP-PIC/S Tumsnagilausune atuagamussunsnsivasulneiinanssusesis
Julszniadszmesiadiannseiing
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3)

2.2. nsdlgnininandnssema fuandasdianansuseunnsgiunssaneinamdninasiuazisnisia
Tun1suane GMP-PIC/S Tmaniaeanu PIC/S participating authorities ¥38 US cGMP 1a3Ussing
Andn aduaganusaunisnsavaey tnefinanisiuseddiciulsenausemasnididnnseiing wis
DIYAADATN U UFNTE]

lonANIANANYNL B TIEUDTIAN

3.1 NaN1IATIINATIERAUA NN Susie1d1593UvednEn (certificate of analysis of finished
product) lugnguitdaduiaoeig

3.2, HAMIATIIATIERRUAWIngRUYBITIEIERY (certificate of analysis of drug substance) #ild
lumsudnensuitdaduseinaimesiudnyuasuannghu

3.3, nansvsendngiududuanuduiusseninsgunisudnvesingiudiendidey (drug substance)
1o 3.2 fugumsndnvesndndnsiendniagu (finished product) 4o 3.1

3.4. wan13Any long term stability maaﬂ‘&aqmq‘ummﬁﬁumLﬁaulﬁﬁ’uﬁqﬁmmﬂm:ﬁnﬁumsawmi
LAZEN NIENTIETITGY

3.5, lenansfuseindlszuunsifiulazdadss i cold chain system fildnmsgiu snundninest Good
Storage Practice (GSP) wag Good Distribution Practice (GDP)

wnansuansheiaueidusivisnduindnviedunudminelagnss

719871981

5.1. flauesian fosdsiiegneetnaioy 3 mirsussydus Juduiununaniseazdenldasui
auitfvusluhdenuautRvh Uiy

mMsUsgRuunwenTidaoy

6.1. sdsweusewiogltldlitosnit 12 Wou tuaniudwey

6.2. yrynaafidsauvzdesdsdiuinwdtsluiusessanisinseiejuiidasuvesndnuazly
Tiemeiingiuisvestnaneuazianingauilindnenjuiidamey

6.3. frimaiAsuutasingiuliudsidensiunnass nieudduiinseiingauiiudsuluuuuivauii
I |

6.4. nadiviresvnmihnsduiegeiidweuiiiedinsninTginunim mieswmsezimilsde
Yoavomndnelnefuisasdesdniudnmudnauimienimsdimnmsiinnsiuasdugiu
Anveudlddeifetedunsnmaiinngiquaw nadiiwuelidulununudnvuziens
mhesemsteanuavslifuinsanmaauenaedinanvesineuas/viendnluaisoly

6.5. wilsdoBuvaniuldsusuilesilndnuneny vieileidansidenanmieusznislag deufwualag
Lifidouly wazsusiafinuindinsuaninmefuedesiudsufuiudnuussyiusidunely 7
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7) fuedusenlvienidndygineuasuimue Tunsdlsioluil

7.1, nafinamadunsliaTesion lnenadvermanimsuwdvieros fRnsildinasgiu ISO/EC
17025 wan1snsavdwseilidulumunesgiudeimualulssmalszningen

7.2. nedindndasienulnignionifuiuaniesaalasdiinnuamuznssunsemsuasen Tutaana
‘uaaé’zyggﬂ%%a%‘ma

7.3, nsdmuilymamnmeniinrsaeuudrin dswareussavisnauazaimasndeseriaenldtuen

7.4. n3ENANENIIUMINAUNTEUUEWIRYTENMATIAINANE M5 esAetlml uasdaneliannse
Usunauglilaiiiusadanaale

a a

8) wmiwswnmsveanudnsliiuinsuindndusieiivseifgniseniiuAulaeddnauamenssunig

| s
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2. auauiAaly
2.1 uuuy

nauf 1 naueninwilsauImu (enansuuy 4)
AMANBALANIZVNEN
Insulin aspart 100 IU/ml solution for injection, 3 ml

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

Juednluguuuuasavanela Wifid Usaaniae

22 d@nsznoy Usenauaie6ien Insulin aspart YUATILFIATICY HEANAIENTZUIUNIS

recombinant DNA lpgfianaduty 100 IU/ml vu1nussy 3 ml

23 AWUPUITY  UTIPUVABAUTIIEIUTIAIINGe UTNns 3 ml Fedesldiugunsaldmiudnen

2.4 gunsal

2.5 aann

(penfill)
figunsaliiteld@ngrAe Unmidaen (insulin pen) waz Widu (pen needle)
Insulin pen 1. wlausaumu awnsaduldegainie
2. fugiugn (Plunger) anansavyumsasunduleadne
3. ansaUsunnnen insulin WWassay 1 unit Taefidnamieanausd
v neaiulidaaunniuauiy
4. anunsauiuanauine) insulin ladelaenismundu
Pen needle aw1saldsmAU insulin pen lasgnemnzau
- vuusTfusiseydonn druuszneuiiendifyuazanunse Juilndn fuduony
aviindnuaziavimedousiueliodestaay
- vunwurUTs It easdasssylanmietaniaf drulsznauuazauianIw
usawase aviindn Tuduoy 1daau
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3. auaNUAn1amaia

nan13n 3293 1znaua1wiuluniu Finished product specification Wa e Drug substance

specification N19198991nLAFYAITURTUREAUY FelATANzITEURDAMENTIUNITOIMITHAZEY NTTNTIT
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Finished product specification:
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U8 Test items Specification

Identification m’;f\lci’mm’mﬁﬁzq‘lu Finished product specification
2. | Assay 95.0 - 105.0 % label amount of Insulin aspart
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U9 Test items Specification

3. |pH 70-78

4. | Impurities/Related substances mwahumwﬁ"i::qﬂlu Finished product specification
5. | Zinc 16.3 - 24.5 mcg/ml

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

7. | Sterility m’aﬁwhumuﬁ‘iquu Finished product specification
8. | B28 isoAsp insulin aspart Not more than 1.0 %

Drug substances specification:

19 Test items Specification
1. | Identification m’mmumuﬁszq’[,u 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
NUENR):
- nadifaavedeundanatiu (waive) msnmaaeuiianesisenisla Wdundngrudsnanildsueuli
n3e

- Drug substance specification #ia1saunanludinsiviuagudn drug substance wialudins1ev
drug substance vesHARENdSagU atulaatunils duimsnmaiinngiasuynihdeiiivun
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- nsdfidugnindiienisutaussy wneds ve3
- nsddugnindhaniadseme mneta ve.d
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wAnSasinuiitungiliou (finished product specification) wagdarmuanuamuasingiv (drug
substance specification) n3ifiogszminamsiasunlawudluiisdussdosuuuienasnisveudly
(8.5) 3oy finished product specification Waz/u3® drug substance specification Tnavaufile
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2.1. nsdomdnlulssmelng duandosfiionansiusennnigiumsnansmumdninasiuasisnisisiy
NSHARET GMP-PIC/S Taauiasdnu PIC/S participating authorities ¥38iitananssuTeUINTZIU
GMP 109d i NIUANYNITUNTOMNTUAYE NSENTHATUEY Fatmuatulnefinnudonades
wagvialfioniu GMP-PIC/S Tumnaeniiiausue atuagamuseunsnsivaeulasiinamsiusesi
Julsgmavszninsiadidnysedng

2.2. nsdlemindindnssena gundesiionarsiusesnasgiunsuaneimumdninasiuazignsis
Tun1swdnsn GMP-PIC/S Taauuaee1u PIC/S participating authorities %58 US cGMP ¥83Useine
Ardn aduarganiuseunisasvaey tneiinan1ssusesfiviudssnmausemasadidnnseting vie
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3.1, HANNTASININATIZRAUAMRAN S usieduSIgUVdRER (certificate of analysis of finished
product) Tugnjuiidadiusiee

3.2, NaNsN$ITRATIERUAMIRgAULBIRIed1AY (certificate of analysis of drug substance) ld
'Lumimﬁmms:uﬁdqLﬂuﬁaaéwqﬁamaaﬁwﬁmHWLLagé’wﬁmﬁmqﬁU
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3.3, lnansusendngubudunnuduiusseninsgunsnanvesingiudiend1Any (drug substance)
fa 3.2 ffujunsnanvesudndnsiendnsagy (finished product) e 3.1

3.4. nan15ANYI long term stability maamﬂqamqmmmﬁsﬁwmﬂaul’i’ﬁ'uﬁﬂﬂ’na’mﬂmznsiumimms
WAZEN NIENTNANTITUAY

3.5, lonansfuserindsruunsiiunasdndssnu cold chain system #ildanasgiu muudninast Good
Storage Practice (GSP) wa¥ Good Distribution Practice (GDP)

lenansuansieiausiusniuismiduinanviedunusmielaonse
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msusEAuRuNENTidenay

6.1. sniidsaudasienglililitosndt 12 Weu tuaniudwey
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6.4.

6.5.

nsdiiviiesemsinsduiteg e idweuiilodnmningiguain mhesumsgyimide
fowomogwelasfuiazdesdisnindnausuiuiimiesunisdmaiinseisandugu
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7) duedugedlenidndygnouasuimun Tunsaisialuil

fhe

2.

7.3.
7.4.

nsfinanIsdunTITiATeiil TnensuinermansnsunmgviesiosufiRnsiilduinsgiu ISO/EC
17025 namsasrvinzibiduluaunasgrutedmualulsenmadszninsian
nsdindndasioneiindgniEonifviuaniemainlasdinnuamuznssunsemsuaze Tutm
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9) sosdlgunsaidnen Usznaumeuinnidae (insulin pen) ezl (pen needle) InglsifiAlyanedail
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