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NOVOLOG MIX 70/30 AR | Vial,FlexPen

RIS

AFNL, BERIF A OOz e — WSE S D,

Tk &

ARV ARGRANT, — I A2, HIRRTE S BANCR G L, TN hORE THRLEEK DY BER R
ZLBIRA L AV A AL, BT (L. KBRS DV ML BB 128 5L, FRIRMICE 5L TiERn7ayn, AH
VLB T AR D ORI AN Tl D728 . BHFPAAATR 1553 LN OG- 3 ATRE Th D,

AFIO L AR, BF LR DT20 | FBE O OB RFEELOZOMDT AT AZA
IV DENE LT [EFRIEFE &> TRESIVZRITIUTZRBRU N, oA A ARGRIE[RIERIC, 7R
AR, ESRBOL, M, AR OB RDTEEN R IEIC S > TR T 5280305,

K ARG OHT ) AR GERELTZABREGRED DO L) S OHELES M D45 G- ]

RERICH | HEtshaB 50 | e KAEFASEBLREH | B 5 %ARFR ECICRBLTA1E
sl W & | (EEETOR | (B5%ORRE) (K | Mo B IiEME I T 284
(U/kg) ) (5% f#: Mean£SD) (%:Mean, range)

NovoLog” 0.3 10-20 2.2+0.98 65+ 11

Novolin® R 0.2 30 33 60+ 16

Novolin® 50/50 0.5 30 4.0+0.6 54+ 12

NovolLog® Mix 70/30 0.3 10-20 2.4+0.80 45422

Novolin® 70/30 0.3 30 42+0.39 2545

Novolin® N 0.3 n/a 8.0£5.3 21+11

*Novolin® R} UNovoLog® HAl&H D\ i, IR E A AU BIHKI i H

BN D U SCE (SPC) (200548 H 84T)

&4, Novo Nordisk A/S F5C 20004F
R4 NovoMix 30 KT RS Penfill, FlexPen
hRE R | BEIRIGERE ORI

Mik- W&

ARFNT ZFAVEE A AV AN LG ER O R BDR N -0 , IBEITRERNIREG 5, F2. AANTLHEG
CCRBERICEREG T2 TED,

AFNIKRIEES, FEERIZRE PS5, HDE, BT Bl (Z A [T 5L ThEW, EHEMLIERIT
ELO P CTa—T —ar SHIE, MDA A BHI L FRRC, VEFRHEII A S, RS0, M, AR, Bk
RENOREFEIC L > TEAL T2, AANTR O TER G E 2 7L E OO BT HFIL T e, AFIEF R
A AN VAV AN

ERHEREE DD ITFEAEEE I L - T AV AV BB RITB T2 L0585,

AN R O SR AT D A 5 B L LT BRRAABRI T HES L TU V2l
HeEsh o5&

AFNOE - EIFBE LI R BE OLEIGEE TE & [TRESND,

QTN PRI FR I CIE . AKI D AR . DU MEANR/L I 0 AL CIBHE S @ I 2 M — L S
AL, ARFNEANFAI OO D FTRETH D, 2BE PRI A O ARRIOHELER bt F Sl %, SHRIFOU, & RIRf
6UTIHAN, & AIF1200D] B 1[EH G4 RETH D, 1 B 1B EDEE, F GBS0 EL T, #5422
BN B G- RO AT 2 LAmE RIS,

RE72 SN K A 2 ARG U A 9D BE CTlEl H OFREEIT S NIERPEA AU O3RN Td
B CIIEE R D720E L,

ARG RLY ., B 5 BEOPFFHITIILL FOTARTA L DRSS, 1 H 2B E-DEE . 4 ARG 8024
A R A AT AV S AL, B AR 5B O S MR 2134 A T E ) ME S D,

DU FICHESE A e 5B T 78T,

AR MU A G-
<4.4 mmol/l <80 mg/dL -2U
4.4-6.1 mmol/1 80-110 mg/dL 0
6.2-7.8 mmol/l 111-140 mg/dL +2U
7.9-10 mmol/1 141-180 mg/dL +4U
> 10 mmol/1 >180 mg/dL +6U

23 H OB ATIIEE O Hb AR MEBME S D, ZOMIARIES EC oSSR G 'L LN L,
AL 2HbALCICE T 2 E TG EOFTHITRICIEIEMEL TEV,

VERIBEIRIR R Tl S BBE O AV RN, . 0.5~1.0U/kg/ A THY, AFNCLV1 A DOFREEDT
N THHNEI— D EAFHI LN TED,
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KE O SCE
(20074E7H)

Pregnancy — Teratogenic Effects — Pregnancy Category C

Animal reproduction studies have not been conducted with NovolLog Mix 70/30.
However,reproductive toxicology and teratology studies have been performed with NovolLog (the
rapidacting component of Novol.og Mix 70/30) and regular human insulin in rats and rabbits. In
these studies, Novol.og was given to female rats before mating, during mating, and throughout
pregnancy, and to rabbits during organogenesis. The effects of Novolog did not differ from those
observed with subcutaneous regular human insulin. Novol.og, like human insulin, caused pre—
and post-implantation losses and visceral/skeletal abnormalities in rats at a dose of 200
U/kg/day (approximately 32-times the human subcutaneous dose of 1.0 U/kg/day, based on
U/body surface area), and in rabbits at a dose of 10 U/kg/day (approximately three times the
human subcutaneous dose of 1.0 U/kg/day, based on U/body surface area). The effects are
probably secondary to maternal hypoglycemia at high doses. No significant effects were observed
in rats at a dose of 50 U/kg/day and rabbits at a dose of

3 U/kg/day. These doses are approximately 8 times the human subcutaneous dose of 1.0
U/kg/day for rats and equal to the human subcutaneous dose of 1.0 U/kg/day for rabbits based
on U/body surface area.

It is not known whether NovolLog Mix 70/30 can cause fetal harm when administered to a
pregnant woman or can affect reproductive capacity. There are no adequate and well-controlled
studies of the use of NovoLog Mix 70/30 in pregnant women. NovoLog Mix 70/30 should be
used during pregnancy only if the potential benefit justifies the potential risk to the fetus.

RN DU S
(SPC)
(200548 4)

4.6 Pregnancy and lactation

There is limited clinical experience with NovoMix 30 in pregnancy.

Animal reproduction studies have not revealed any differences between insulin aspart and human
insulin regarding embryotoxicity or teratogenicity.

In general, intensified blood glucose control and monitoring of pregnant women with diabetes are
recommended throughout pregnancy and when contemplating pregnancy. Insulin requirements
usually fall in the first trimester and increase subsequently during the second and third
trimesters. After delivery, insulin requirements return rapidly to pre—pregnancy levels.

There are no restrictions on treatment with NovoMix 30 during lactation. Insulin treatment of
the breast—feeding mother presents no risk to the baby. However, the NovoMix 30 dosage may
need to be adjusted.

F—ANZUT D
baEl

(An Australian
categorization of
risk of drug use in
pregnancy)

Category B3:

Drugs which have been taken by only a limited number of pregnant women and women of
childbearing age, without an increase in the frequency of malformation or other direct or indirect
harmful effects on the human fetus having been observed.

Studies in animals have shown evidence of an increased occurrence of fetal damage, the
significance of which is considered uncertain in humans.
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Special populations

SKE DA SCE: Children and adolescents—The pharmacokinetic and pharmacodynamic
(20074E7H) properties of NovolLog Mix 70/30 have not been assessed in children and
adolescents less than 18 years of age.
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