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' LI = Novalgin must not be given parenterally In patients with renal or hepatic ;
i Novalgln in patients with hypotension or unstable impairement. it is recommended that high |
) = hemodynamic metamizole doses be avoided, since its rate !
: of elimination is reduced in these patients.
i H H * Pregnancy (see Section "Pregnancy”) '
:MetaleO| SOdlum : ! . e . The intravenous injection ml‘lﬂ be g!veni
,Soomg/ml * Lactation (see section "Lactation very slowly (not exceeding 1 ml per minute) |
t to ensure that the injection can be halted at +
! o Precautions the e first : ;.u_‘n I o!l an,
H " . ~ anaphylactic/anaphylactoid reaction (see!
; SANOFI LY Anaphylactic/anaphylactoid reactions und‘rr "Adverse rela(llnns”) and to minimize
’ the risk of isolated hypotensive reactions !
:Composilion When choosing the route of administration, !
' otz ; '
It must be taken into consideration thal  WARNINGS : 4
VEach ml of injection solution contains 500 parenteral administration 1s assocated with \
ymg metamizol sodium 1H 0, as active o higher risk of anaphylactic/ anaphyladoid — povanulocytosis induced by metamizole is !
ringredient . reactions. an accident of immuno-allergic origin ;
' . Herit lasting for at least one week. These.
1 Properties In particular, the following patients are at o3 ctigns are very rare. may be severe and !
k ‘”{,'“"I risk for possibly severe | life threatening, and could be fatal. They
1 Novalpin has analeesic effects. As Novalpin gﬂdti‘h\"_d?(”? Tl‘dllfﬂ);“ ;ﬂ‘_!“f"am‘m elSee oot dose dependant and may occur at |
A D I A i L —
d mety i 4 . > advised to

nvariely of conditions and thus %’0 contro|  + Patients with bronchial asthma, %Edil)ta;;funl:s ;nl?u{:)nsutlt 1h(?\f Dh?‘,lzlgg:
ypain which would otherwise respond only  particularly ”'05“’“"“‘ concomitant immediately if any of the following signs or |
:mgirwntcllc(::é?srlfl(\)rr;\lgll;ITJ%Iﬁpelg‘uei;le[;(;:ulsg e iy ‘;vmplufms pns?\h:v related to neutropenia |
' . s i " y il i
e s o iy AR B v Gl ool o s
' 5351 = { < H
vintestinal peristalsis, labour contractions of = Patients with alcohol intolerance, 1. (} ;'IS?)O I”eré:gmwhh:l]ggamII‘:S;‘;T;?{}-
1the expulsion of calculi patients reacting to even minor quantities "‘0”? Pl E""g G IV} i i L
' of certain alcoholic beverages with comp \EIIFI ’Uﬂl count shou i e urgently,
! Indications symptoms such as sneezing, lacrimation controlled and monitored until they return «
I and pronounced redness o lh(E- face ; to normal values :
i Novalgin injection solution must be used Alcohol intolerance may be indicative of a . J
tonly when aral i nectal adminiiration s previously undiagnosed analgesic asthma Aﬂﬂphvllildlc shock: These rltaglqmtmﬂ-":
rinappropriate in the following indications syndrome principally l‘ﬂ SF"MT'V(‘EJU(’H s. Therefore, |
1= Severe pain, acute or chranic, e.g in metamizole should be prescribed wlth:
I association with headache, toothache or = Patients with intolerance to dyes (e g caution in asthmatic or atopic patients (See |
\ tumours and after injuries or operations tartrazine) or to preservatives (e g Section “Contraindications”) ]
+ = Severe pain associated with smooth benzoates) . '
1 muscle spasms, acute or, chronic, e g Adverse reactions A
! muscular spasm or colic allemrw: the Before Novalgin is administered, the patient '
v gastrointestinal tract,  the hiliary must be questioned specifically In patients = Anaphylactic/anaphylactoid reactions :
' passages, kidneys or lower urinary tract found to be at special risk for anaphylactoid '
) reactions, Novalgin must only be used after  In rare instances, metamizole may cause |
‘Novalgin is not to be used in trivial carefully weighing the possible risks against  anaphylactic/anaphylactoid reactions, !
rcomplaints the expected beneht. 1 Novalgin 1s 1o be which in very rare cases may be severe and ,
I administered in such crcumstances, dose life-threatening. They may occur even after !
Contraindications medical supervision is required and the  Novalgin has previously been used on many 1
. facilities  for immediate  emergency occasions without complications, )
'Novalgin must not be administrated to treatment must be available '
| patients with: . 4 Such reactions may develop during
: « Isolated hypotensive reactions injection of metamizale or hours later. !
+* Allergy to metamizole or to other however, the usual pattemn is for them to.
1 pyrazolones (e g, phenazone, Administration of metamizole may cause  gecyr  within | the  first hour after !
+ propyphenazone) or to pyrazolidines (e.g \s:ﬂ.!leq hypotensive reactions (see also  Jaministration |
i phenylbutazone, oxyphenbutazone) under "Adverse reactions”). These reactions !
v Including, for example. previously are possibly dose-dependent and are more Typically, milders
y experienced agranulocytosis to one of likely to occur  following  parenteral anaphylactic/anaphylactoid reactions |
1 these substances administration. In order to avoid severe anTTeA R ieelvec '
: hypotensive  reactions pf this  kind cutaneous and mucosal symptoms {such 5l
- Impaired bone marrow function (e g. . {r;e miiravcrmus injection should be given itching, burning. reddening, urticaria, !
following cytostatic treatment) or slowly. : G . £ 3 b
' rllse.iscsi’ni the hacmatopoietic system = reverse hemadynamic in patients with “’_“:;Ir‘g:ﬁg"‘(":sf?;;*'ﬂ':’;"gsl93" frequently -
' ancmsung h\{p}ctgn;uom with vuL'ume 8 - ]
1= Patients known to develop epletion or dehydration, or with : R
1 bronchospasm or other anaphylactoid Llrcu:alurv ;nsfabl\llv or with incipient m‘r‘#\i{ ‘L?:ahd?:;e:;ﬁ;edm?ﬂisjn'f :g:g;; -
' reactions (e.g. urticaria, rhinitis, circulatary failure, g '
i angioedemal to analgesics such as = care should be taken in patients with high angm?%dem"l leven '”“f"‘l“"ﬂ ‘h'“ {li“‘”“‘}»:
' salicylates, paracetamol, diclofenac, fever PENELE mncbmsmsm‘ Saleme AT IS, o
i ibuprofen, indometacin, naproxen drop in blood pressure isometimes}
! In such patients, the indication for  Preceded by a nise in blood pressure), and !
1= Allergy to any of the excipients of metamizole must be established with creulatory shock s
1 Novalgin particular care and, if Novalgin s to be 1
' administered 1n such crcumstances, dose I analgesic intolerant patients asthma |
1+ Acute intermittent hepatic porphyria (risk — medical supervision 1s required. Preventive syndrome, these reactions typically dppear
1 of induction of porphyria attacks) measures (hemadynamic stabilization) may ~ In the form of asthma attacks h
: g be necessary to reduce the risk of a {
! = Congenital glucose 6 phosphate hypotensive reaction. Concerning patients + Other cutaneous and mucosal reactions
v dehydrogenase deficiency (risk of with hypatension or unstable circulation, )
1 haemolysis) see under Section "Contra-indications” Aside from the cutaneous and mucosal +
' manifestations of anaphylactic/ |
1+ Infants under 3 months of age or 5 kg Metamizole must only be used under close  anaphylactoid !
v body weight haemodynamic monitoring in patients in reactions mentioned above, fixed drug.
. whom lowering of blood pressure must be  eruptions may occur occasionally, rash may !
v+ In infants between 3 and 11 months of avoided, such as in patients with severe occur rarely, as may Stevens-Johnson
1 age, NOVALGIN must not be injected by coronary heart disease or stenoses of blood syndrome or Lyell's syndrome in isolated |
L. thentrayenousroute . ____________. yessels supplving the bran :
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SAP / ID. number . PACKING INSERT NOVALGIN INJECTION/XXXXXX
Version number 1A

Country - Indonesia
Date :11.12.2013
Dimensions 2150 x 210 mm
Logo version s sanofi-aventis

Version SCV A2 - 03.04 2007
(replaces Version SCV A1 - 28.09 2005)

Film code - SA//A-1123

Min. point size of text: 6.5 pt

Type of texts : OCEAN SANS PRO SAN FAMILY

Colour [l : PMS Pantone Retlex Blue (VC

Pharmacode - XXXXX

Material : HVS 60 g/m?
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Novalgin®

Each ampoule of 2 ml contains.

1.0 mg metamizol sodium in water for injection

Indication, contraindications, precautions, adverse reactions, interactions,
dosage and administration - see package insert

For intramuscular or intravenous Injections.

Stare at room temperature ( 25%30°C)

HARUS DENGAN RESEP DOKTER
ON MEDICAL PRESCRIPTION ONLY
Reg. No.:

Batch marking aréa:
(Batch No., Mig. date,

Expiry date, HET) |

Manufactured by:

PT Tunggal Idaman Ahdi, Indonesia
for

PT. Aventis Pharma, |akarta - Indonesia
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SAP / ID. number : FOLDING BOX NOVALGIN INJECTION

TXXXXXX
Version number : 1A
Country : Indonesia
Date :28.08.2013
Dimensions :78x72x23 mm

: sanofi-aventis
Version A2 - 03.04.2007
(replaces Version A1 - 27.09.2005)
: SA//A-1123

: Pantone Reflex Blue CVC
- Pantone 186 CVC
: Pantone Black CvC

Logo version

Film code
Colours

Pantone 5415 (VC
: Pantone 3435 CVC

: Pantone 485 CVC
: lvory Coated 300g/m?
: Bambang Iswahyudi

Material
Prepared by

H“H Novalgin

\ Metamizol Sodium
500

5 Ampoules of 2 ml

\ Novalgin®

Metamizol Sodium

500mg/mi

Analgesic .

5 Ampoules of 2 ml

SANOFI 3

H—

ETLL-VINS

Note : Batch marking (batch no, Mfg date, Exp. Date & HET)
will not appear on the film. it will be printed using inkjet printer




©

Metami

©

Note : Batch marking (batch no, Mfg date, Exp. Date & HET)
will not appear on artwork. It will be printed in supplier

Scale Up 200 %

Manutactured by
PT Tunggal Idaman Abdi,

Indonesia

For
PT Aventis Pharma,
Jakarta, Indonesia

Ngvalgin' 2ml

Metamizol Sodium 500 mg
in T ml Analgesic Im/iv
Reg.No.

Store at room temperature

(25 °C-30°C)
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B
SANOFI vg

SAP /1D number . STICKER LABEL Novalgin Injection/XX}XXX
Version number 1A

Country . Indonesia
Date $ 12122013
Dimensions :37x25mm
Lago version : sanofi-aventis

Version SCV A2 - 03.04.2007
(replaces Version SCV A1 - 28.09.2005)

Film code T SA/IA-1123
Min. point size of text : 7 Pt
Colours Bl MO Pantane 5415 €W

N PMS Pantone Black

- PMS Pantone 186 CVC

Material : Chromecoated paper 85g/m? self adhesive
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PEMERIKSAAN ARTWORK

Distribusi Items to be check

Komentar

Paraf/Tanggal

Purchasing Type & Ouality of matenal used

Ok/Not Ok

Ok setelal horeksy

Artwork lav-out

Product Manager
{torrec

w5 of 1eks, lay out type & Quality of material wsed)

OkiNot Ok

OF St lah korekst

Correctness of toxt

Registration Ok/Not Ok
- registration number & storage condition Ok sctelah horekst
H Dimiension, lay out die cut folded and Ok/Not Ok
Packaging position for bateh marking area OF setelah korckst
Quality Control de bars, colours, Sotage condiion f Rlm code
10¢ Artwork design based on FIMS gurde & flm code

Plant Logistic | Materal code & implementation

Ok/Not Ok

T, Setelan Rorere
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