v 1 Tu 2 i
517/54 (Wu.)

andnuuzianzdsgunaal e w. A 517/54 (wu)

vuneiavdegunanl 6505-XX-247-3519
%ﬂﬁqqﬂﬂiiﬁ Insulin Glargine Pen
ey f7, NADY
AMANYUIRNIE

1.1 faquszasdlunislden Wnwlsaumnmniludney 6 S5uly aubizeeny

1.2 audnualumamada Usznaude insulin glargine iUSinasiaendadty 95.0-105.0%
waziiv3u related proteins latfiu 2.09% (Iasd1ia high molecular weight proteins
Tsifiu 0.3%)

1.3 quuanuaizlumssanuuy  usndaiiuneanide ussglulnniwdeudadldRomls

nsusIRuasivvie

2.1 sussglunivusUnaily

2.2 RAaINUUMTNEUTIYFRIIEY Feansye , vumenuuss , Yusdn , Tunusoy
lauinda | wwnsiloudiiuen Waghednau

2.3 LUUMSUTIAETIAUTTY sxfualumsdamudasade

2.4 Huviesesiimusiunsdauss fiidwaumnndn 1 fuvie asfeaiiuniauasauadienty
Vumeit liiduiiuvie

dotvwunduy

3.1 fauadedividnguldfunmstunadowsifusntesmisluussmelng veansemsas
ars1saugy enunsdidusnfindaauindusihdu fnssnssanssnguiuses

3.2 fesfivifafofusonnasgumsndnmuvaninad uayIBmInanda (GMP)
3.2.1 napiuAaluusemelne Tssnwdnds desdiviledaiusns GMP voensenswasIsuegy

] 7 =
3.2.2 nydlgnindnindisszina sesdiviisdesuses GMP vadlsenugdudsn 91nUsanadudn
3.23 nsghenndndssmandiulasigludsenalny dasdiviadesuses GMP
lute 3.2.1 uas 3.2.2

3.3 intisdofusoamnmlianesivedsamugudn (Certificate of Analysis ) asafuefitnan
Jspneumsfiansan wavsdeithdaileldsumsdade

3.4 FosdlmlaFefusaamenaiinmesst uazluuanundednvasensalifidusieddgyesusem
gudnen wazuSevEndadngiu

3.5 gailteue Foudusivismuduinviedumudminglnanss

3.6 veseteThinUszneumsiTsanssfeafiunivusiiugsg

3.7 ongeselutudaeuves datidosniiirvualilumsdamusiasais mnlildrmuadouls
01gvesenty asdeaiugiindmnudiliiiu 6 Weu Tutudewes

3.8 fredesfulisveunanidguslunsdiflndvuaeny W duefiflergnsldmugniy
Lﬁawamﬂwﬂmm%ﬂ’w

/4. FBMIATIINEDU...

o, (A




win 2 Tu 2 vl
. . 517/54 (wu.)

4. F/newsEey  ASINABUAINANENELTIAWIE uarnallrTgignlude 3.3, 3.4

muznﬁmm‘sm‘s':ﬂﬁauqmﬁnvmzmmz fil. 678 W. VB9 .

/fﬁ WV sURURNS Usedh wu. ehesiens
(gdvm Waygfesd ) swsse/nsunissaumaviasld

13 GIA, 255

| aay L 4" L
‘ nHRRvazmwrn L eyia 11y
. ey -
/ Tuera sn.wy Wowdsite nanmy
| # ot 0ade,13/,§ 09 E’m..m 95

---------




	NPSCN_001.pdf
	NPSCN_001(1).pdf

