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LA kX U BE Bmg
L7 b X U 8E 25mg
LR b 2 U8 50mg
LA R B 10%
LA U 50%
LA b X UKL 10%

(2) *4
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LEVOTOMIN TABLETS 25mg
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(3) BFRDHE :
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(1) ¥4 (&A% -
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4. RFRARUHLFE
45+ : C,H,,N,0S - C,H,0,
Sy 444.54

5. tF%& (@M% XIEFFE
(2R)-3-(2-Methoxy-10H-phenothiazin-10-yl)-N, N, 2-trimethylpropylamine
monomaleate
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LR AT~V OEA4
+ Methotrimeprazine (BAN, USAN)
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LR b B
VAR U
LR b X Rk

(2) WA DN KRR -

ST Vb a—T o TR
s O
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f = | ®0=
e WOS | @
o= — R Y-LV5 Y-LV25 Y-LV50
B ES HE B OJEE g B JREE g
A (mm) (mm) (mg | (mm) (mm) (mg | (mm) (mm) (mg
7.1 2.8 115 7.1 3.0 115 8.1 3.5 180
R4 LR kI 10% LR R U 50% LR N U HERE 10%
PEIR - FI - WAl Ffa - JERIAl
Q) @A —F

LR kX U BE Bmg
LR b 2 8E 25mg :
LR b X U 8E 50mg :

(4) BF|I DY -
<$E>
i

LA b 2 U FE bmg

: Y-LV5
Y-LV25
Y-LV50

: 60N

LR b X B 25mg @ 60N
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<A BRI UK

o LR b2 UERL >

LR b X 10%
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LA kX PR 10%

FV 7 AP ) 4mm # 6.3mm ) 5mm
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18 5 : 4l 18 75 : & 10 75 @ 4l
3075 FHETLHDITAE (305 BB T2b0I3eE (125 KB T H01EA
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42 5 il o b Ol a
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HRE LARA o<y~
A VAL 677Tmg
(LARATm<=Y e LT
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(LARATr<wTr LT
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LR b 8E Bmg
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(1 &) (LARA T~ LT
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HRE LAA o<y <L
By | A BEtE 135.3mg
(1g /) (LARATa~T LT
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EA, BHZLTWRWR, LR AT~ & LT Nozinan (Aventis Pharma Limited.
AXYR) ENRFTEINTND

k. ARFIZE T H%hEE iﬁ% FEROHEIILLTOEBY TH D . AME TOAGRIRM &
ITE£R D,

4. HEEXIEHE
O #MERMAE
©F: 05
O S52RIIBITEHFR - BBk
6. AIERUAZE
LARATa~<yr e LC, @A 1 H 25~200mg % E#k N #53%,
2k, ARl RIS XV EEE T S,

FENZR T D FETIRIL

ironed Nozinan 25mg tablets

B4 Neuraxpharm UK Ltd

FEFEAR R

FITE - Mk BEA, 1BEFLARA T <V~ LA VBB 26mg B

BIEERESES Nozinan [3FFHEL K OH A& NEE (FRICRHIER) 1280V CHlIRD & 2 PRk bk e

ThD, BRI ﬁf’ﬁfﬁfﬂk @”’Sfiﬁfj\ﬁf‘@l'%@frfﬁﬂ] WXL T, ZaL”
vy L0 HEERL O TR,

- REthE
A RIEICIBNT, FFICHEMEINEH 2R T IE 200 EE LWGAIE, 7
oL Faw Y ORERHEE LT
- AR — KA
VI N OWELES 2 R ORBFIC 31T 2 M Bl

ik A= B 5 EITBE OREROME 2 OFISIZ X - TR S,

1 RHIR R
Nozinan #£ 25mg (A& 4~8 I & 12.5~50mg) &R D& G518 X v {#
FICHIUTTERAIN BTG ERETX 5,

e in A
A\ CBRE L7 HESE S o s - &SR0,

2. iR
BN
NSRBI IO 1 Bk O 5REIX 25~50mg 2 X /a2 &, lE 3 A
W8T 5, BROSEFHZ DL T 570D EOIEHTI iﬁ-ﬂ;ﬁﬁ W5
%, 0%, HEFEEWERNTNLT 2 b AR EE TheICHEET D,
ABEE - oI 1 AR O HF G481 100~200mg TH 5, W5 3 [H]12 5%
T 5, METHIULLH 1g FTHRAICHEET S, BENLE LIz L X,1H)
TRMERF R E CIE T 5 Z L ARA D,
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i
HFERE TR O EBRPEAERA S U iU, 50 B A B A T A RIBH T L R
AT TV ARG S D LR E R,

eMC (Nozinan 25mg Tablets (Neuraxpharm UK Ltd). 2023 4£ 6 Atk:] (https://www.medicines.org.uk/e
mc/product/1429/smpe) 2023 410 H 10 HT7 7 & &) KV

BB IT BERRSEFER

(1) ihd S~ DG BET 5 15 i
AIICRIT D HFEREZ AT 041, Hklm] kO HRFE) OEHOLHIZLL TO®EY ThH
V. #EEOD SPC L1352 %,

9.5 1EiF

9. BENE=
9.4 KiEREEHT &
BRE STV

ZHYTHBEICEHT IR

TR ATIER LT B AREME DO & 2 PRI id &5 LW Z E N EE Ly, B3R
(7 v b)) Tix, RERGTRIEET, WE, REEOREHFEEIHE SN TV D,
T, HIRBINCHURBAREN B S SN TV DA, FrE IO LS, BIR, Mk
P, IRER. BRI T, SRS ORENUER GO AR EEEMBEDUE BRE) OHEARSL
BIERD S Sz L ORERH 5,

.6 IRELWR

FeGrp RO G54 — EHRNIRA L2V Z EAEE LV, b N TRAT~BITT 5 Z
ERHESNTWS UKEAT—4),

HEsME
High RN (BikY)
H[E D SPCH! 4. Clinical particulars
(202346 H) 4.6 Fertility, pregnancy and lactation

Pregnancy

Safety in pregnancy has not been established.

Neonates exposed to antipsychotics (including Nozinan) during the third
trimester of pregnancy are at risk of adverse reactions including
extrapyramidal and/or withdrawal symptoms that may vary in severity and
duration following delivery.There have been reports of agitation, hypertonia,
hypotonia, tremor, somnolence, respiratory distress, or feeding disorder.
The clinical data with levomepromazine are reassuring but still limited, and
animal studies are insufficient for a conclusion to be reached regarding
reproductive toxicity. In humans, the teratogenic risk of levomepromazine
has not been evaluated. Different prospective epidemiological studies
conducted with other phenothiazines have yielded contradictory results
regarding teratogenic risk.

Given these data, it is preferable to avoid using Nozinan during pregnancy
as a precautionary measure and neonates must be closely monitored in the
event of treatment at the end of pregnancy.
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Mt RO (B
He[E D SPC*? Breast-feeding
(2023 46 H) Levomepromazine is excreted in breast milk in low amounts in human milk.

A risk to the breast—fed infant cannot be excluded.

A decision must be made whether to discontinue breast-feeding or to
discontinue/abstain from Nozinan therapy taking into account the benefit
of breast—feeding for the child and the benefit of therapy for the woman.
Fertility

There are no fertility data in animals.

In humans, because of the interaction with dopamine receptors,
levomepromazine may cause hyperprolactinaemia which can be associated
with impaired fertility in women. Some data suggest that levomepromazine
treatment is associated with impaired fertility in men.

%1 : eMC (Nozinan 25mg Tablets (Neuraxpharm UK Ltd), 2023 4= 6 A k7] (https://www.medici
nes.org.uk/emc/product/1429/smpe) 2023 410 H 10 H7 7 & X] XV

(2) NRFEA~DOE 5T D 1E#H
AKFzEB T2 UNREE ) OHEOFEIILLTFOm@Y Tho ., JEED SPC L1375,

9. BENERZAITHEEBICHT HFE

9.7 NR%E
IR /NETIESEARANBIER, B AF RO TR Z 00T, /NEEEZ 5L L
7o B PRARBR I 520 L TV 7Ry,

Hii LRI
H[E > SPC*! 4. Clinical particulars
(2023 426 H) 4.2 Posology and method of administration

Dosage varies with the condition under treatment and the individual response
of the patient.

2. Psychiatric conditions <##x>

Paediatric population

Children are very susceptible to the hypotensive and soporific effects of
levomepromazine. It is advised that a total daily oral dosage of 1% tablets
should not be exceeded. The average effective daily intake for a ten year old
is % to 1 tablet.

%1.eMC [(Nozinan 25mg Tablets (Neuraxpharm UK Ltd), 2023 4£ 6 H #%#T (http://www.medicine
s.org.uk/emc/medicine/6603) 2023410 H 10 H7 7 & A] LV
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CEe= S
1) iR : 40°C£2°C, Bl 7 AR (REPT)
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] PRAF IR
HEEA -
R B AR R 7H 14 H 21 H 30 H
PR EEENRY PN ERENDYITN ERENRY N SRRV N =EENRY 5PN
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