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51971159 @ Insulin human mo iu/e ML + Isophane insulin eo iu/e mL

suspension for injection, em ml /cartridge

®. Foe1 Insulin human ao iu/e@ mL + Isophane insulin eJo iu/e@ mL suspension for injection,
e ml /cartridge (GPU : dcloccln)

. AuEuTATY

.o JULUY Hushuriungnon Uifm'ml,%a?ismﬂu

b0 duUsznou  lue vaen(Cartridge) Usenausmedien insulin human (soluble insulin) $oeaz
mo WAy Isophane insulin 398 elo (§919189U  e:e) @oo iu/ml suspension
for injection

.o WWUIAUTTY  U3U195 o0 T85ERS (enoo unit) / cartridge(viaon)

o ANTULUTSY  UII9lUNITUr LTI EnUTAnndesUluy Cartridge wazanunsaldsauriv
Unndndugauls wila Multiple-dose container warussyinitdosiunasla
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m.e Specification of finish product : Human insulin isophane suspension and Human insulin

injection USP &o, Biphasic isophane insulin injection BP woee/Ph.Eur.c

Identification

Specification

USP o BP woea/Ph.Eur.c
. ldentification Complied with specification | Complied with specification
. Assay x&.0 - @o&.0 % Complied with specification

. Zinc content

0.0b- o.o& mg for every
®@oo USP insulin human

units

NMT &o.o0 mcg/ moolU

. Product-Related substance

and impurities

- Physiochemical
analytical procedures for
insulin, Limit of high

molecular weigh proteins

NMT en.o %

NMT en.o % (protamine

containing)

. Soluble insulin human
content Method @ or
Method (L is the
percentage of soluble insulin
human state on the product
label)

& — n& %

(The percentage of soluble
insulin human is in the

range L+&)

Complied with specification

. Related protein

Complied with specification

Complied with specification

. Preservative

Complied with specification

Complied with specification

. pH

0.0 - &

[ AR~

. Bacterial endotoxins

NMT @o USP EU/@oco USP

NMT <o IU/@oco USP insulin

insulin human units human units
®o. Sterility test Sterile Sterile
do.... AW " Forys vl I
aN...... A% UsEEIUNTITUNT Ny tesT .. NSSUMS a3, 200 2302925, .A55UNS
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