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How Insulin as part mo iu/ @ ml + insulin asp art protamine elo iu/@ Ml suspension
for injection, e ml

AnuauTANLY

sunuv : Wugwvuegneu vy UmAnide dwiuin

dauusznau : ludien & ml Usenaumie Soluble insulin as part o iu Wag insulin asp art
crystallized with protamine elo iu i o viaon Uiiﬁzﬁwﬂuﬂ%mm's m ml

MYUUTEY : UssTlunTuztaauiaUsmndennn e ml ameuzussyededldsuiugunanidn
81 fio pen wag needle lnagramanzay

Q8N : VUNABIUTIRTY S2Y T8N, @UUsENBY, IR WL
weileusiiuen aeiindn, Suilkdnuay Tuninegliagnsinuuunrususseiidudae sey Joewde
Forman1sin, LU sENEUTUINAIILTIVENEN, TUINATILTIUBIEN LA UTINAR Laz TumeenyliTaweu 3
Foruudauiou ninidusnisududs (avoided freezing)
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nan1snsaaas1iaanIwiduluniy Finished product specification wag drug substance
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@.Finish product specification: insulin asp art + insulin asp art protamine suspension for injection

U9 Test items Specifications

® | identification m"mshumuﬁsquu Finish product specification
b | Ysunashenddigy we.0-e0&.0 U/ml 38 &oa-pmo nmol/ml

o | pH m.wo-n.ad

& | Sterility test mswchumuﬁszq’tu Finish product specification
& | Bacterial endotoxins NMT <o IU/ml

© | Zinc content @b.cblo.c ug/ml

@ | High molecular weight protein < @.:m%

& | insulin as part in solution be.lv-mo.0%

« | insulin as part related impurities < 0.&8%

vanews : nasiaangzidouudinsiiu (Waive) msnsieasuiieszinisle duenansvdngrusanani
Iefuaysinse

lo. Drug substance specification #9131 NTUIATILYBIENER Drug substance 3BluATIEN Drug
substance veuuane1dsagy atuleatunils Fsiinsmsieaeritnszy asunnihie




e
. @’Laumwmﬁmﬁuﬁﬂmmmn‘qmanmiLnﬁﬁﬁ'}%’u‘ﬂ%’é’wéq (Drug monograph) A
‘i:ﬁ‘tﬂ.u Finish product specification wag Drug substance specification
foulvdy
fauesiadasBudiunnmaieienans niavaansiiotesusenenanslnegiisuna
TwanBuadall
- enansnsldsueygetunsdeushiusitedmielutsemalng was dunwuvdandn

Iuﬁwﬁ'mmﬁﬁwmﬁﬂuﬁﬁ’um (V8.0 V8o NE.& LAIANTE)

TuFwetunslous ve.e vie v.e vasTiaussa niouswasdunidonis
PUANAMNWIBINARTUsInTITuneiTeu (finished product specification) uazdarfmun Arnwees
Sgiu (drug substance specification) natifiegszminmsiAsuwaudlufiuFuszdeuuuienaisms
waufily (8.¢) 1 mieu finished product specification wag/%3e drug substance specification Ingve
uwhlvneuTulszmauszmenadidnnseling wayliliu b U a Sudszmeszninsiandidnnseiind

LONENTTUTBINIATFIUNIHARYY

Tunsdfiewdnlutszmalne fudndesiidruinmdrenildesuseannsgiunisudnginiy
VENNEUTASMSARIUNSRERET PIC/S (Pharmaceutical Inspection Co-operation Scheme) lagnulg4IU
PIC/S participating authorities ¥3eillonanssUTemINTEIUNTHANEIPLVANNNSILAY TSNS LUANTHAR
grvesdninuALEnIINNToMTLALEN PIC/S Tumnaefiauswe atudrganuseunisasieaeulaedl
nan1s3useIiviulsenAUsEnInsInBdEnnseting

Tunsdinugnindransiasemagnaadediienatsiuseunnsgunisuaneinumdninasiuas
33n137ialun1sudnsn PIC/S (Pharmaceutical Inspection Co-operation Scheme) Tagniuagu PIC/S
participating authorities aUUa1dan1158UN1571379a0UABlNaN15TUTEINITUYTENIAYTENINTIA
Sidnvsetind

INENTANNINYBETILEUDTIAY

HANMINTITIATIAAMAN HARUIEENSIFUVEHEN (Certification of Analysis of finished
product) lugfuiidadiuseth

KANSITINIATIEiANNWIRgAUTBIENdFTY (Certification of analysis fdrugsubstance) #ild
Tunnsnanenjuiidatusegesnanedisaguvieduaningiu Sdinsnsainseinsuynfidenia
drug substance specification

enaIvisevangubuduauduiussEnineguMNanvesingauvesiienddity (Drug Substance)
UM skAnveraningiendniagy (finished product)

NaN13AN®" long term stability maamﬁwmqmﬁﬁumlﬂauﬁ'ﬁuﬁﬁﬁmwﬂmzﬂsiumﬁmmmaz
87 NIENTNANGITGY

A7981987

Hiauasdiesdsiiogneen sgeliey m naes Fadudunuuanissazidenldasudiumuiiivue
Tuviade AruaudRvludredu

AuznIINNsIsiuiet e veieue e lilaslifulilihinsdle

/MSTUUTEN U



_G:“

nsUsziuguamenfidwey

giidssudeaiienglidosnit o U Wuainiudaey

gnInTidey sxfesdsdinnmengluusesmanmmsinneiejuiidueuretdauarly
ApseiingRuvesuaningauilduaneiuiidaey

ﬂ'szﬁﬁ;ﬁam'nﬂaaumwﬁhnﬁﬂiaa}%’w'mﬁfmudw Lot. Mddwounndennasiunisintonssd L
ASwMINATFINANALENYLETIR LA funeszdeniien Lot Buidinesgiudweulilmludwauindy
$uaueniidade Lot. danannislu o€ Jusiinis ﬁ'umni’uﬁ'@’malﬁ%’uuﬁ'suazeiﬁl,ﬁ'iwﬁ%"'xﬁwmm'nu
svns Tnglifnaldaeduiiuangde uasdueseseandlddrelunisduiuns vislvhindesuislunis
dwasligndoswmudgaulddeiude u.azc:g'mHﬁm%'uﬁﬂfuaumaLﬁ&mwé’mﬁmmawnms'lﬁ'mﬁanfhw;m
nsal ﬁ’aﬁ;ﬁamaamuﬁw’éiumwmﬁnﬁ'zy;y'}

funeazseaiundsudleinduunegvieviaeny vidoilainmaidonanmnsudmualaglid
Fouly

Q’ma@uaau‘lﬁﬁ%aﬂLénﬁmzywﬁauﬁmwﬁuqﬂuﬂsﬁﬁeialﬂff

0. Wusemseniiinmsinsadaeenaindnydlsmeiuia

b, wansSnwllldralagdudunansldoanumddlden uasivdngrugudunmenmsunmdvsedl
578974 ADR BE19TULTY

an. wuﬁzumé'ﬂwmwmgﬂuwEJW%amﬁuusu'ﬁﬁ;LfJummﬂﬁtﬁﬂmwﬂmmﬂﬁaumamﬁa‘qwa
nssvustenssnwesgiie Tnelisenulgmandifeatesiunislde

& ﬂﬁﬂwamiejmwa’imﬁsﬁm‘lﬁmansaﬁwmmam%n'}'stmﬂéw%'aﬁawﬁﬂ‘ﬁms'ﬁlﬁmmgw
ISO/EC emlolod Han1snsaviwseiliilulunusnasgudermunlulsenadszningan

¢ nydindndasieniadgnienifviunniesaalasdiinnuamgnssunisemsuasen luras
nawaaé’cgcym%a%ma

o. nsdiluenfigenfiuinufigumgll o-< swnwaidea desflienansiusesitruunmsdaivuas
Jndesaadu cold chain system ﬁlﬁmmgmmnﬂﬁﬂmmﬁ Good Storage Practice (GSP) way Good
Distribution Practice (GDP)

o, MheswnsveanuAns isuRsukani Lo iuseTRgnSenfuAuladningu
AnEnsIUNseTMHaTETluTzEze @ U newiulssmeausemasiandidnvseiind

loneTaY

nsfszyramnsalddaidnluiionds (intradermal, ID) fesiinanisAneimisnddnliiiuda
Usransnmuazauasadtlunsldiflodisuiuiaduinasgu Inedesdimsifiuilunsaismanisunmd
feusuluseiuunei

flonansuamansldlulsmenuaguivislsmetunanluethalion ¢ wis nelu svezina o T
AeutulszmeaUsenmasiaBidnvsaing

AMUALIATEIUBUNES

fvuanansdaisuag visliruudiasanely eoe Ju duinanfuannuludygy leeday
Forvoonludsdoneuliundrsnsarmnhneunsuimuaiaiduey aailudstelaitiosndn mo Ju fuan
Suiildsuludsde

JYANNTT e



-&-

waninusinIIsNARRandaLaue

nsiasanfadendaiauelagldinausisian Rasandaduainsinisiu laendeds
Ustlomivesmhenuuesdy waringuszasrveamsldnududdiy

eAISININ L E2T Y

aiulumsdamadei] Wuduuensuyssnuaniuiigdsmeunanuesned Wuliulszana
nndE,Edo UM ([@wdumuuauihviudiudsesduumd)

INULBZNTIERY

ns9reiiu nelu wo Ju tuusiuiigezanslfuanmingrunisiuuey Wundasdedasdonsdss
Guerdssesiidmmuliinuiidmusluludsdeuiazasiuaznusadeniisiungezvenisly
o Tu Tuwituifazanelduansdngrunisusey Wungesde

anTAUTY

Uiulawgidalidaey Sevay olbo ety

o (Y]

AvuaszezIatfulsziv/dngaunnias (613

L L)

Jazmeanasiulsziunudigaunnsemsedadeswesdwamudygiduna o T duainiuig
Xy vs
saalaiuney
dn 1 d 173 n: = W ]
anundnsaivavenstudayainadn uazdeiaegi
i a v = - 1 °

nguundInTIULazANATEEUITLAA Tsameuanuenies 1w ecs M b fuanuenaai

FUNENUBINIAT JImTanudug <obbo

WA o-crnce-eeob- 1D ebe

AMINTIUNTTATMUAAUANBALIANE

Y o £ = o
......................... ) wenuIdng s1aTeY WIS TIUNYNIS UTe51UNTIUNS
....... 200 ) waufien wemn WEUNIY NG YN NI3UNTT
......... O{” ) WNANIASUET AU WndInNITWIYNIS NSSUNS



LLUU Un.ob

A519LER 9T NIUUSTINUR LA SUTadssuazseaziduaan 199
af J ar Aq ] L]
N15AYDINVNIN L9 1UNDEIS

0. Y81ATINTS VBYOYN insulin as part mo iu/e ml + insulin as part protamine o iu/e ml , a ml
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Bemiparin sodium

Bemiparin sodium

Bemiparin sodium

Bemiparin sodium

Enoxaparin sodium
Enoxaparin sodium

Enoxaparin sodium

sterile sol 3,500 anti-Xa iu/0.2 ml

pre-filled syringe

sterile sol 5,000 anti-Xa iu/0.2 ml

pre-filled syringe

sterile sol 7,500 anti-Xa iu/0.3 ml

pre-filled syringe

sterile sol 10,000 anti-Xa iu/0.4 ml pre-filled
syringe

sterile sol 40 mg/0.4 ml

sterile sol 80 mg/0.6 ml

sterile sol 80 mg/0.8 m|

5. naue" Drugs for Pulmonary Arterial Hypertension

Ambrisentan
Ambrisentan
Beraprost sodium
Bosentan
Besentan

lloprost

lloprost
Macitentan

Sildenafil citrate

tab 5 mg

tab 10 mg

tab 20 mcg

tab 125 mg

tab 62.5 mg

sterile sol for nebulizer 20 meg/2 ml
sterile sol 20 meg/ml (1ml)

tab 10 mg

tab 20 mg

6. NANE Antidiabetic Drugs

6.1 nANEN Insulins and analogues

Insulin aspan
Insulin aspart
Insulin degludec
Insulin degludec
Insulin detemir
Insulin glargine
Insulin glargine
Insulin glargine
Insulin glargine
Insulin glulisine

Insulin lispro

sterite sol 100 iu/1 ml (3 ml)

sterile sal 100 iu/1 ml (3 mi/pre-filled pen)
sterile sol 100 iu/1 ml (3 ml/pre-filled pen)
sterile sol 200 iu/1 ml (3 mi/pre-filled pen)
sterile sol 100 iu/1 mi (3 ml/pre-filled pen)
sterile sal 100 iu/1 ml (3 ml)

sterile sol 100 /1 mi (3 mi/pre-filled pen)
sterile sol 100 iu/1 ml (10 ml)

sterile sol 300 iu/1 ml (1.5 ml/pre-filled pen)
sterile sol 100 iu/1 ml ( 3 ml/pre-filled pen)

sterile sol 100 iu/1 ml (3 ml)
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