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IRVALAT
Insulin aspart 30% +
Insulin aspart protamine | #1@nsdusinig &
lo ) ) " U 4 ®0,000 a8
70% sterile suspension | Tuiden
100 1U/1 mL (3 ml)

17

Ausiudeaeuan beo Tu dudnantuasuuludyqdene

P

IAUAZNITTIYSY Tﬂﬂﬁi’munaanﬁlu & IR Al
07 o Wesinersrdneiy mmqmmwuwmamamiamlmuauuﬁﬁﬁa dle

v w®

N‘U']Hlﬂﬂ']Luuﬂ'}’iﬂ\‘mﬁUEJ’iﬁﬂiuﬂ‘UU'Wl’]ﬂIULﬁE]ﬂ UM b 519015 WWNWWSWQﬂ’]'ﬁﬂGNQUlﬂLLﬁ?Liﬁﬁl
mMelu vo Ju LLauﬂmﬁﬂiiMﬂqiﬁ’S’J'ﬂ‘SUWﬂﬂlﬂﬁli?iﬁ‘uL'iEJU‘SE]EJLLﬁ'J

B WK %,\,/ Og‘“ '

(winun Tealne) (UeEMIFIRinEN R WgTund) (wsamfiimd fiviug)
HEMIEMIAUUTNIIANGEIIaEY Snwinisludum wdwnIguygnTs Snwnislusums WdrnIt gy

i o "
dawaanmlsanaunadiowivne shminguaadunssy



2

\1’39’!"{1 RN T REPOR T, 5]'131‘3']@’1?‘18‘1/114’3EJ‘UENT]EJﬂ']'iE}'Wllﬂ'iUE]umﬁla\?*U@ Lli"eJ
wuwimm'u.uun'ﬁamaua’lamvmuu’lma‘lumm 91U b 58NS mmmswmmmau’lmmaLasa
el bo Ju LLﬂuF‘]muﬂiﬁllﬂ']‘iﬁlﬂﬁ]i‘uwa@lﬂﬁiﬁﬂTUL'SEJ‘U'iBEJLLa’J

999 o Wlowinedneiiy mzmmmawmawaaiwamﬁm‘wlmuaumawa ie
NmalﬂmLuumiamaumamsmumma‘lmaam MU b 778113 AEAITHAITastaulLdate
Melu bo T uagamnIIUNMIATIISUNES AR TIaTuSsUTREuAn

| 197 & (120gAN18) Woaie19Ed18RY ANIIMIRENIIBY89I BN 5ETTLESY
ayfRdade Wefueldrdumsdweusanssiuthmaluden $1um b s18ms Arun1s9nIss
ueuliudiatanislu vo Tu uazrmznssumMsnsInTuRanlinTaiuSeutesudn

Rovluiiuiy

o. Madndremuludsmisludmiifune s1um « @) en SR uilasuny
Tudyandoue Tngmndanedsemudnnuifvuaasudau ifohdugadnan

b. fUszasdesiauesin Fosdusenliiudeuniedsduonluudassiens nsmies
vanegey o ey vioddenudaunniasesduiildsy

n. Lﬁaaﬁ’wawaanuﬁw‘ém%’uﬁm1mwﬁmﬁ’m%mﬁﬁﬁwi’ﬁgﬂL%amﬁuﬁuima
dinnuAmgnITINITEMIIazeTluTEEZIa) o Uneutulssniadsemesiaiddnnseing

AT NNITEINDU
o w o o o o 3 wueY
a1y YDE e |31V b | 999V o | 9901 & a3
Uy
Gemigliptin 50 mg ”
® D,0D0 | bebo | bebo | bebo bR
tablet
Insulin aspart 30% +
Insulin aspart
5] protamin70% sterile b,doo | b,doo | b,&oo | bdoo | viasm
suspension100 IU/1 ml
(3 ml)

i 4 [ .y

(wsnun Tyalng) (unansniggnausd weFund) (wnamafianiin fuwus)
Vs ] - v - £ - o o o '
HEMIBNTAIUUINITAIGITEY $nwnistlusumu WEBNSTILYATT Snnislusiuma mﬁ'-uns-&qmmmﬁ
v o a - = . : o
qa'm’mmﬂﬂwmmamadw'nm VIUNGUNUNAYN TS

5.0.8.M4



TUALIBYARUANYZIANIE
Gemigliptin 50 mg tablet
@. AIUABINT : Gemigliptin 50 Mg §1UIU be,beo Ln
o, AuENUANY
b.o JULUL: enfiandeudld wlasuusemu
blo drulszneu: W o Win Ussnausie Gemigliptin tartrate sesquihydrate 50 mg
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a.@ Finished product specification

m.@.@ Description: Lemon Type Orange Color Film coated tablet

m.e.b Identification test: mi’mﬁhummﬁsmﬂu finished product
specification

..o Assay: il Potency agsewineionas c¢-00&%
VDRANTTY

m.e.€ Uniformity of Dosage Units/: The acceptable value (AV) of the first 10

Weight variation units less than or equal to L1 (L1 = 15%)
o.@.& Dissolution: Q = 80% (at 30 min.)

en.@.D Organic Impurities:

- Total < 3.0%
- DP-IMP-1 < 2.0%
- DP-IMP-2 < 0.2%
- DP-IMP-3 < 0.2%
- Any unspecified < 0.2%
on.e.00 Water content: < 7.0%

3.n.0.404 KVL /k"/ %»\_,,-, Q&J’
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Insulin aspart 30% + Insulin aspart protamine 70%
sterile suspension 100 1U/1 mL (3 ml) 97U7U @0,000 Wadn

@ ANABINIS : Insulin aspart 30% + Insulin aspart protamine 70% sterile suspensions
100 1U/1 ml (3 mD 97474 @o,000 NaDA
o AuauTENalY
b.& JUnuL: Wutheumumenauuseonide dvmyu
.o dUszney: Ysvnausie nsulin aspart $98az mo WAL Insulin aspart protamine
fovaz wo (Fns1dw me) WnefiUSinamnudiudu 100 1U/1 mTuySinms 3 ml
L.e) NYULUII: U'ﬁf\gmﬁﬂﬂﬂmﬂﬂﬁ?au,uu multiple doses Y3195 3 ml
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en.® Finished product specification
m.e.@ [dentification test: m*i’JiJﬁJ'lum'mﬁ'isuTu finished product

specification

m.e.lo Assay:
- Biological assay (Potency) il Potency agszwinederay 90-110
UBIRAINTEY
- Human Insulin in solution 25-35% of total insulin
(Total dissolved insulin)
om.e.en pH: 6.9-7.8
..« Bacterial endotoxins: NMT 80 endotoxin unit/100 1U of Insulin
m.e.& Zinc content: NMT 0.04 mg/100 IU of Insulin
m.@.'o Dimer & related substance NMT 0.1%
of higher molecular mass
a.a.00 Sterility: MTIVNUAY Finished product
specification
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