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Package leafiet: Information for the user

Oncaspar 750 U/ml powder for solution
for injection/infusion

pegaspargase

vThis medicine is subject to additional monitoring. This will allow quick identification
of new safety information. You can help by reporting any side effects you may get.
See the end of section 4 for how to report side effects.

Read all of this leaflet carefully before you are given this medicine because it

contains important information for you.

— Keep this leaflet. You may need to read it again.

— If you have any further questions, ask your doctor.

— If you get any side effects, talk to your doctor. This includes any possible side effects
not listed in this leaflet. See section 4.

What is in this leaflet

. What Oncaspar is and what it is used for

- What you need to know before you are given Oncaspar
. How Oncaspar is given

. Possible side effects

. How to store Oncaspar

. Contents of the pack and other information
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1. What Oncaspar is and what it is used for

Oncaspar contains pegaspargase, which is an enzyme (asparaginase) that breaks down
asparagine, an important building block of proteins without which cells cannot survive.
Normal cells can make asparagine for themselves, while some cancer cells cannot.
Oncaspar lowers asparagine level in blood cancer cells and stops the cancer celis
growing.

Oncaspar is used to treat acute lymphaoblastic leukaemia (ALL) in children from birth to
18 years and adults. ALL is a white blood cell cancer type in which certain immature white
cells (named lymphoblasts) start growing out of control thus preventing the production of
functional blood cells. Oncaspar is used together with other medicines.

2. What you need to know before you are given Oncaspar

Do not use Oncaspar:

— if you are allergic to pegaspargase or to any of the other ingredients of this medicine
(listed in section 6).

— if you ever had pancreatitis.

— if you ever had severe bleeding following asparaginase therapy.

— if you ever had blood clots following asparaginase therapy.

Tell your doctor if any of these conditions apply to you. If you are the parent of a child
Whhlo is being treated with Oncaspar, please tell the doctor if any of them apply to your
child.

Warnings and precautions
Talk to your doctor before you are given Oncaspar. This medicine may not be suitable for
you:
— if you have had serious allergic reactions to other forms of asparaginase, for example
itching, flushing or swelling of the airways, because major allergic reactions to
Oncaspar can occur.
— if you suffer from a bleeding disorder or had serious blood clots.
— if you get a fever. This medicine may make you more susceptible to infections.
— if you have had poor liver function or are using other medicines which may harm the
liver. When Oncaspar is used in combination with other cancer treatments, liver and
central nervous system damage can occur.
— if you suffer abdominal pain. Inflammation of the pancreas, that in some cases caused
death, can occur with Oncaspar treatment. —
This medicine can lead to fluctuations in clotting factors and may increase the risk of ~
bleeding and/or clotting. / .

If you are the parent of a child being treated with Oncaspar, tell the doctor if any of/the ‘j':
above conditions apply to your child. f/~ 2

During treatment with Oncaspar

During Oncaspar administration you will be closely watched for an hour after theestI?]
treatment for any signs of serious allergic reactions. Medical equipment to treat aflepgf
reactions will be available nearby.



Additional monitoring tests

Blood and urine sugar levels, liver and pancreas function and other tests will be carried
out regularly to monitor your health during and after treatment because this medicine can
affect your blood and other organs.

Other medicines and Oncaspar

Tell your doctor if you are using, have recently used or might use any other medicines.

This is important as Oncaspar may increase the side effects of other medicines through

its effect on the liver which plays an important role in removing medicines from the body.

In addition, it is especially important to tell your doctor if you are also using any of the

following medicines:

— immunisation with live vaccines within three months of completing your leukaemia
treatment. This will increase the risk of severe infections.

— vincristine, another cancer medicine. If used at the same time as Oncaspar there is an
increased risk of side effects or allergic reactions.

— medicines which reduce the blood s ability to clot such as anticoagulants (e.g., coumnarin/
warfarin and heparin), dipyridamole, acetylsalicylic acid or non-steroidal anti-inflammatory
medicines (such as ibuprofen or naproxen). If used at the same time as Oncaspar, there is
a higher risk of bleeding disorders.

— medicines which require cell division for their effect, for example, methotrexate (a medicine
used for cancer as well as arthritis treatment) may have a decrease in its effect.

— prednisone, a steroid medicine. If used at the same time as Oncaspar, the effects on the
clotting ability of your blood are increased.

— cytarabine, a medicine which can be used in cancer treatment, and could interfere with
the effects of Oncaspar.

Oncaspar can also cause changes in liver function which can affect the way other

medicines work.

Pregnancy and breast-feeding

If you are pregnant or breast-feeding, think you may be pregnant or are planning to have
a baby, ask your doctor for advice before using this medicine.

You should not use Oncaspar if you are pregnant because its effects during pregnancy
have not been studied. Your physician will decide whether your disease requires
treatment. Women who are able to get pregnant must use reliable contraception during
treatment, and for at least 6 months after Oncaspar treatment has been discontinued.
QOral contraception is not an effective method of contraception while on treatment with
Oncaspar. Ask your doctor for advice on the best contraceptive method that you can use.
Men must also use effective contraception while they or their partners are treated with
Oncaspar.

Itis not known whether pegaspargase is excreted into the breast milk. As a precautionary
measure, breast-feeding should be discontinued during treatment with Oncaspar and
should not be restarted until after treatment with Oncaspar has been discontinued.

Driving and using machines

Do not drive or use machines when using this medicine because it may make you feel
drowsy, tired or confused.

Oncaspar contains sodium
This medicine contains less than 1 mmol sodium per dose, i.e., it is essentially “sodium free”.

3. How Oncaspar is given

Your treatment with Oncaspar has been prescribed by a doctor experienced in medicines
used 1o treat cancer. Your doctor will decide what dose of the medicine is needed and how
often, based on your age and body surface area which is calculated from your height and
weight.

The medicine is given as a solution by injection into a muscle or, if more suitable, into a vein.

If you are given too much Oncaspar

As your doctor will administer the medicine, it is very unlikely you will be given more than
you need.

In the unlikely event of accidental overdose, you will be monitored carefully by medical
staff and treated appropriately.

If you have any further questions on the use of this medicine, ask your doctor.

4. Possible side effects
Like all medicines, this medicine can cause side effects, although not everybody gets them.

Serious side effects
Tell your doctor immediately if you get any of the following side effects:

Very common (may affect more than 1 in 10 people)

— Inflammation or other disorders of the pancreas (pancreatitis) causing severe stomach
pain which may spread to your back, vomiting, increase in blood sugar levels;

— Serious allergic reactions with symptoms such as rash, itching, swelling, hives,
shortness of breath, fast heart beat and drop in blood pressure:

— Severe infection with very high fever;
— Blood clots.

Common {(may affect up to 1 in 10 people)

— Severe bleeding or bruising;

— Violent shaking (seizures) and loss of consciousness;

— Problems with your liver (e.g., change in colour of your skin or urine or stool and
labaratory results of elevated liver enzymes or bilirubin).
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Rare (may atfect up to 1 in 1,000 people)
— Liver failure. -

Not known (frequency cannot be estimated from the available data)

— Severe skin reaction called toxic epidermal necrolysis.

— Loss of kidney function (e.g., change in urine output, swelling of feet and ankles);
— Stroke

Other side effects
Talk to your doctor if you get any of the following:

Very common (may affect more than 1 in 10 peaople)
— Changes in the function of the pancreas;
Weight loss;

— Leg pain (which could be a symptom of thrombosis), chest pain or shortness of breath
(which may be a symptom of blood clots in the lungs, called pulmonary embolism);

Loss of appetite, general weakness, vomiting, diarrhoea, nausea;
Increased blood sugar levels.

Common (may affect up to 1 in 10 people)

— Decreased number of red blood cells;

— Build-up of fluid in the stomach (ascites);
Fever and flu-like symptoms;

Mouth sores;

— Back, joint or abdominal pain;

High levels of fat and cholesterol in your blood;
— Low potassium in your blood.

Rare (may affect up to 1 in 1,000 people)

— Reversible posterior leukoencephalopathy syndrome (RPLS), a syndrome characterised
by headache, confusion, seizures and visual loss which resolves after some time.

Not known (frequency cannot he estimated from the available data)

— Decreased number of white blood cells and platelets;

— Palpitations;

— Cysts in your pancreas, swelling of the salivary glands:

— High levels of urea in your blood; antibodies against Oncaspar; high levels of ammonia
in your blood; decreased blood sugar levels;

— Sleepiness, confusion, mild twitching of the fingers.

Reporting of side effects

If you get any side effects you think might be related to your chemotherapy, talk to your
doctor. This includes any possible side effects not listed in this leafiet. You can also report
side effects directly via the national reporting system listed below:

Ireland

HPRA Pharmacovigilance
Earlsfort Terrace

IRL - Dublin 2

Tel: +353 1 6764971

Fax: +353 1 6762517
Website: www.hpra.ie
e-mail: medsafety@hpra.ie

By reporting side effects you can help provide more information on the safety of this medicine.

5. How to store Oncaspar

Keep this medicine out of the sight and reach of children.

Do not use this medicine after the expiry date which is stated on the label and carton after
EXP. The expiry date refers to the last day of that month.

Store in a refrigerator (2°C-8°C).

Do not freeze.

After the medicinal product has been reconstituted and diluted, the solution should be
used immediately. If immediate use is not possible, the diluted solution can be stored at
2°C-8°C for up to 48 hours.

Dortr}olt use this medicine if you notice the reconstituted solution is cloudy or has visible
particles.

Do not throw away any medicines via wastewater. Ask the pharmacist how to dispose of
unused medicines. These measures will help protect the environment.

6. Contents of the pack and sther information

What Oncaspar contains i
The active substance is pegaspargase. Each vial contains 3,750 U of pegaspargase.
After reconstitution, 1 ml of solution contains 750 U pegaspargase (750 U/ml).
The other ingredients are: disodium phosphate heptahydrate, sodium dihydrogen
phosphate monohydrate, sodium chloride, sucrose, sodium hydroxide (for pH adjustme
hydrochloric acid (for pH adjustment) (see section 2 “Oncaspar contains sodium™). _.
What Oncaspar laoks like and contents of the pack

Oncaspar is a white to off-white powder. After reconstitution, the solution is clea ) . ;
colourless and free from visible foreign particles. ——
Each pack contains 1 glass vial with 3,750 U pegaspargase. DS
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Marketing Authorisation Holder
Les Laboratoires Servier

50 rue Carnot

92284 Suresnes Cedex

France

Manufacturer

Les Laboratoires Servier Industrie
905 Route de Saran

45520 Gidy

France

For any information about this medicine, please contact the local representative of the
Marketing Authorisation Holder:

Ireland
Servier Laboratories (lreland) Ltd.
Tel: +353 (0)1 663 8110

This leafiet was last revised in 02/2019

Detailed information on this medicine is available on the European Medicines Agency web
site: hitp://www.ema.europa.eu.

The following information is intended for healthcare professionais only:

In view of the unpredictability of adverse reactions, Oncaspar should be administered only by
healthcare personnel experienced in the use of cancer chemotherapeutic medicinal products.
Particularly in patients with known hypersensitivity to the other forms of L-asparaginase,
hypersensitivity reactions to Oncaspar can occur during the therapy, e.g., anaphylaxis.

A routine precaution is to observe the patients for an hour with resuscitation equipment
and other items required for the treatment of anaphylaxis in readiness (epinephrine,
oxygen, intravenous steroids etc.).

Patients should be informed about possible hypersensitivity reactions to Oncaspar,
including immediate anaphylaxis. Patients who receive Oncaspar are at increased risk

of bleeding and thrombotic disorders. It should be explained to patients that Oncaspar
should not be used at the same time as other medicines associated with an increased risk
of bleeding (see section 2 “Other medicines and Oncaspar”).

This medicinal product can cause irritation on contact. The powder must therefore be
handled and administered with particular care. Inhalation of the vapour and contact with
the skin and mucosa, particularly that of the eyes, must be avoided: if the product comes
in contact with eyes, skin, or mucous membranes, rinse immediately with plenty of water
for at least 15 minutes.

Any unused medicinal product or waste material should be disposed of in accordance
with local requirements.

Instructions on how to prepare, store and dispose of Oncaspar

Instructions for handling

1. Staff should be trained in how to handle and transfer the medicinal product (pregnant
staff should be excluded from working with this medicinal product).

2. Aseptic technique must be used.

3. Procedures for proper handling of antineoplastic agents should be observed.

4.

5.

The use of disposable gloves and protective garments is recommended when handling
Oncaspar.

All items for administration or cleaning, including gloves, should be placed in high risk
waste disposal bags for high temperature incineration.

Reconstitution

1. 5.2 ml water for injections are injected into the vial using a syringe and 21 gauge needle.

2. The vial should be gently swirled until the powder is reconstituted.

3. After reconstitution, the solution should be clear, colourless and free from visible
foreign particles. Do not use if the reconstituted solution is cloudy or if a precipitate
has formed. Do not shake.

4. The solution should be used within 24 hours after reconstitution, when stored below 25°C,

Administration

1. Parenteral medicinal products should be inspected for particulate matter prior to
administration, only a clear, colourless solution free from visible foreign particles
should be used.

2. The medicinal product should be administered intravenously or intramuscularly.
The solution should be administered slowly.
For intramuscular injection, the volume should not exceed 2 ml in children and
adolescents and 3 m! in adults.
For intravenous administration, the reconstituted solution should be diluted in 100 m|
sodium chloride 9 mg/mi (0.9%) solution for injection or 5% glucose solution. -
The diluted solution can be given over 1 to 2 hours together with an already running~" . ED RN
infusion of either sodium chloride 9 mg/ml (0.9%) solution or 5% glucose. e N agn 0N
Do not infuse other medicinal products through the same intravenous line during’ = o\ L
administration of Oncaspar. ERTY,
After dilution, the solution should be used immediately. If immediate use is not
possible, the diluted solution can be stored at 2°C-8°C for up to 48 hours.

Disposal .
Oncaspar is for single use only. Any unused medicinal product or waste material SHg®
be disposed of in accordance with local requirements. \

Further detailed information can be found in the SmPC.
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Jluerok-Bruaaum: inpopmanist 1ist namicnra
Onkacnap 750 MO/wu1, Hopoumok /st po3unny st 10’ ekuii/ingysiii
Ieracmiaprasa

V eit JIKapChbKuit  3acib mijsirac  107aTKOBOMY MouiTopunry. Ile mae 3mory mBHgKO
inenTrikyBaTH HOBY iH(OpManiio 3 6esrexu. Bu Moxere JOIIOMOTI'TH, MOBIIOMHBIIH 11O O b-SKY
NoOIYHy peaxIlilo, sika MOKe BUHHKHYTH y Bac. Indopmanis panoprysanust mpo mo6iuni peaxii,
HaBe/IeHa HANPUKIHII PO3/IiTy 4.

IIpounTaiite yBaxkno yBech MaHHii JIHCTOK-BKIAXHII nepea Tum, sik Bam 3acrocyrors ueii
JKAPCHLKUI 3a¢i0, TaK sIK BiH MicTHTHL Baxk/nBY 11st Bac indopmaniro.

— 30epiraiite 1ei JuCTOK-BKIaMIIL. BaM Moe 3Ha100HTHCD MPOYUTATH HOTO IIIE pa3.

— JSlxmo y Bac € nogatkoBi 3anuTanns, 3amuraite CBOro JiKaps.

— Jlkmo y Bac Bunukia Oynp-ika noGiyHa peakiis, IPOKOHCYJIBTYHTECh 31 CBOIM Jikapem. Lle
CTOCYETBCst Oy JIb-AKOT MOKIIMBOT TOOI4HOT peakilii, sika He 3a3HaYeHa B IHOMY JHCTKY-BKJIQ U1,
JluB. po3nin 4.

Lo MicTHTH HaHMil JIMCTOK-BKJIAAMII

ITo siBisie coboro OHKacmap i 1ist 40ro BiH 3aCTOCOBYETHCS
IIlo Bam HeoOXiHO 3HATH NEpe]l 3aCTOCYBAHHAM Ouxacnapy
Sk 3acrocoByBarn OHkacnap

MosxnuBi no6ivni peaxiii

Sk 36epiratu Onkacnap

BMmicT ynakoBku Ta iHIna iHgopmaris

'O“\U‘l.-bb.)[\))—a

1. 1o siBasie coboro Onkacnap i aist 4oro Bin 3aCTOCOBYETHCSI

OnKkacnap MiCTHTB meracnaprasy, sika € GpepMeHTOM (acnaparmasoxo) 10 PO3LIETLIIOE acrapari,
AKUH € BOXKIMBUAM EJIEMEHTOM JUISL CHHTE3Y O1JIKIB, 63 SKMX KIITHHHU He MOXYTb BHKUTH. Hopmaiibhi
KIIITUHH MOXKYTh BUPOOJIATH acnapari Juis ceGe, B TOi yac K JesKi paKOBl KIiTHHE — Hi. OHKacnap
3HMIKYE PIBEHb acrapariny B pakoBHX KJIITHHAX KPOBI i 3ylHHSIE iX picT.

OnKkacrap 3acTOCOBY€TLCS JUIs JTiKyBaHHSI rocrporo JiMmpobaactroro neiikosy (I'JIJ) y aiteit Bikom
BIIl HApOJUKeHHs! 110 18 poxis i gopocinx. I'JIJT — PI3HOBUJI paKy OiINX KPOB'SHHX KIITHH, 1pH
SIKOMY TIOYMHAETHCS OE3KOHTPOILHHH PICT HE3PIIMX TiMQOIUTIB (J111v1cbo6nacms)L TaKUM YHHOM
HOPYIIYIOUH yTBOPEHHs (yHKUIOHANLHUX KITHH KpoBi. OHkacmap BHKOpH’CTOByeTbcx pasom 3
IHIIMMHU JTIKApCHKUMH 3ac00aMH. y
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2. Ulo Bam Heo6Xiano 3HaTH nepe 3acTocyBaHHIM Oukacnapy

He catig 3acrocoByBaru Onkacnap:

- AKwo Bu maete anmeprito Ha neracmaprasy a6o Oymb-skuil iHIIME KOMIIOHCHT BOTO
JIKApCHKOro 3aco0y (mepesivueHnx y possiii 6).

- SIKLIO BU Konn-nebyib Manu mankpearur.

- AKIIO Bu KosM-He0y/1b MaH CHIIbHY KPOBOTEUY I1iCIIst JIIKYBAHHS acrapariHasoio.

- AKIIO y Bac kosi-neby/1b yTBOPIOBAIMCE TPOMOH MICTS Tic/Is JIIKYBaHHS acrapariiasoro.

Ao wock 3 BUIne3asHadenoro crocyeThest Bac, npoinopmyiite npo ue cBoro mikaps. Slkuo Bu e

Matip’to uu OGaThbKOM [MTHHH, KA OTPHMYE Onkacnap, nopigomTe Jjikaps, gKIIO IOCH 3

BUIIC3a3HAYEHOI0 CTOCY€EThCs Baioi AUTHHU.

Ionepemkenns Ta 3anobixui 3axoau

IloroBopits 3i cBOIM JlikapeM 10 TOro, sIK MOYHETe 3aCTOCYBAHHS Omnkacnapy. 1le#t sikapcbkuii 3aci6

HE MIAXO0AUTH Bam,

- Ko y Bac Oynu cepitosui anepriumi peakiii Ha i Gopmu acnaparinasu, Hanmpukiazn,
CBEPODK, NPHIMBH Kapy a0 HaOpsK JUXAIBHUX MUBIXIB, OCKUIBKH ICHY€E PU3HK PO3BHUTKY
CCPHO3HMX aNepriunux peaxuiit na OHkacnap.

- Ko y Bac nopymenns sropranms kposi abo Bu maete cepitozni TPOMOH.

- Ko Bu maere miaBuIneHHS Temmneparypu Tina. Ileit npenapar Moxe 3pobutu Bac 6impim
CHPHIHATIMBUM JI0 1H(EKITIH.

- AKIO By Maete nopymenns ¢yHkuii nedinku aGo 3acTocoByeTe iHimi JNKapehKi 3aco0u, gKi
MOXYTh TOMKOAUTH mevinky. Komum OHKacnap 3acTocoBYeThCs B IOCAHAHHI 3 IHIIOIO
MPOTHPAKOBOIO TEPAII€I0, MOXKYTh BUHMKHYTH IOPYUIEHHS 3 GOKY IICUiHKH Ta LHEHTPaJILHOT
HEPBOBO1 CUCTEMH.

- SIKIIO BH CTpaxkaaete Bi 6oumo B xkuBoTi. ITix yac nikyBamss OHKacnapom mMoske BUHUKHYTH
3alaJICHHs. MIILUTYHKOBOI 34103, SIKe B NESKHX BHIAJKaX MOXE CIPHYHHHTH JIETATbHHIL
HACIIIOK.

[eit 3acib ModKe BUKITHKATH KONMBAHHSA PiBHIB haKTopis 3rOpTaHHs KPOBI 1 MOKE 301BITHTH PU3HK
KpOBOTEYi Ta/abo yTBOpeHHs TPOMOIB.

Ao Bu € matip’1o un 6aTbKOM IHTHHH, SIKa OTPHMYE Onkacnap, noBIJIoMTe JliKaps, SIKIIO 1OCh 3
BUIIIECKA3aHOI'O CTOCYEThCA Bamol quTHHH.

IMix wac nikyBannst Oukacnapom

[lin vac Beesenns Onkacnapy Bu Oyaere 3HAXOAUTUCH TIT peTebHIM CIIOCTEPEIKEHHSM MPOTATOM
TOJIMHH IMICJIA MOYATKy 3 METOK BHSBJICHHS OYIb-SKHX O3HaK CEPHO3HMX AJICPTiYHUX peaKIiil.
HeoOxinuum e 3abesnedyeHHs HAABHOCTI MEIUYHOrO O6NANHAHHS i JIKapChbKUX  3aco0iB,
NPU3HAYCHHUX Ul KyIIPYBaHHS aJePriyHUX peaKIii.

Jlo1aTKOBI aHaIIi3K JUIsl KOHTPOJIEO 33 CTAHOM AI[icHTa

11t yac ta micns niKyBaHHsS 111 KOHTPOIO Bamoro CTaHy 3/10pOB’S OYJlyTh PEryJsspHO IPOBOUTH
aHaJli3n JUTs BU3HAYCHHs PIBHIB IyKPY B KPOBi Ta Cedi Ta aHATI3M 3 METOIO nepeBIpKH GyHKIIiH
TICYIHKH Ta NULTYHKOBOT 3271031, OCKIIBKH 1ieii IIpernapaT MojKe BILTHBATH Ha KPOB Ta IHILIi OpraHy.

Inwi sikapceeki 3aco6u Ta Onkacnap

[Tosizomre nikaps, sximo Bu npuiimaete, Hemonasro npuiiMan a6o TUIaHy€Te IpUHMaTu Oy Ib-sKi
I Jiku. 1le Jxyke BakIMBO, OCKIIBKM OHkacrap MoOXKe MOCHIMTH NoOIMHI-e(PeKTH IHIINX
JIKapChbKUX 3ac00iB 3aB/sKM BIUIMBY Ha NEYiHKY, AKa BilIrpae BaXIMBY POITE’Y BUBGJICHHI JIKIB 3
oprauismy. Kpim TOro, ocobnmBo BaxJiMBo MOBIOMHTH JiKaps, SKINO Bu a"a}mi}‘c’m}mop OBYy€TE
Oyab-AKMIi 3 HACTYIIHUX JIIKAPCHKUX 3aCO0IB: 50/

NEPEKNAL BIPHWNA :
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- IMYHI3allist SKHBUMM BaKIMHAMH HPOTAIOM TPbOX MiCAIIB mic/s 3aBEPILUCHHS JIIKYBaHHS

- netko3y. Lle 30uIblIye pu3HK BUHUKHEHHS 1H(EKLI THKKOTro CTYIICHS.

- BIHKPMCTHH, IHLIMH MPOTHPAKOBHIl 3acif. ITpn oxnouacnomy 3actocysanni 3 Onkacriapom
3POCTaE PH3UK MOOIYHHX e(EKTIB ab0 aTeprivHux peakuiii.

- JKapChKi 3ac00H, AKi 3MEHUIYIOTh 31aTHICTh KPOBI 10 3rOpTaHHsl, Takl SIK aHTHKOATYJISIHTH
(Hanpukmaz, KymapuH/Bappapun i remapu), JIMTTIPUIAMOJI, alleTHIICAJIIIIOBA KHCIIOTa a60
HECTEPOi/HI NMPOTH3ANalbH  npenapaTv  (Taki  gx i0ynpoden ado Hampokcen). Ilpu
OZTHOYIACHOMY 3acToCyBaiHi 3 OHKACIAPOM 3pOCTAE PUINK MOPYLLCHHS 3rOPTaHHA KPOBI.

- JIKAPCBKi 3aC00M, sIKi BIUIMBAIOTH HAa LUTOKHHES, HAINPHKTaJ, METOTpeKcaT (mpenapar, Lo
BHKOPHCTOBYETHCS K JUISl JIKYBAHHSA PAKy, TaK i JUIst J1IKYBaHHs apTpHTY), eDeKTHBHICTh SKHX
MOXK€E 3MEHIIUTHCE.

- MpeIHI30H, cTepoinuuii npenapar. [pu oxHouacHomy 3acTocyBanHi 3 OHKacmapom 3pocrae
BILIMB HA 3JIaTHICTH KPOBI JI0 3rOPTAHHS.

- uuTapadin, JTiKapchKuii 3aci6, sKuii 3aCTOCOBYETLCS JuIs NIKYBaHHsI paKy, MOXe BIUTMBATH Ha
eexruBnicts OHKacnapy.

Omkacriap Tako MOXKe BUKJIMKATH 3MiHK QYHKIIT HeUiHKH, SKi MOXYTbh BIUIMHYTHU HAa MEXaHI3M A1

IHIIUX JIKapChKUX 3ac00iB.

Barituicts Ta rogyBanus rpymuio

Slxuo Bu Barithi abo rojyete rpyunio, IyMaeTe, 110 MOKeTe OyTH BariTHi abo rIanyeTe 3aBariTHITH,
lIepe/t BAKOPUCTAHHSM 11LOT0 IPerapary 3BEpHIThCS 3a II0PaJI0I0 JI0 JIiKapsi.

He cain sactocoByBatu Oukacnap, sximo Bu Barithi, 0CKibKM HOro eexTH nig yac BariTHoOCTI He
nocniuKyBanuch. Jlikap BupimmTh, uu Barue 3aXBOPIOBaHHA 10Tpedye nikyBanusa. JKiHkH
JUTOPOJIHOTO BiKy MOBHHHI BUKOPHCTOBYBATH HA/iiiHi METOIH KOHTpaUEenuii miJ| Jac JiKyBaHHs i
MPOTATOM IOHAHMEHINe 6 MICAIIB MiCIsA NMPHIMHEHHS JHKYBaHHS Onxacrapom. Ilepopaibhi
KOHTPALENTHBHI 3aC00M He € e)eKTHBHUM METOI0M KOHTpALEIILi i/l yac nikyBaHHS OHKacmapom.
3BEPHITBCS 110 JKapst 33 PeKOMeNallisMU 010 HANKpaIoro JIOCTYITHOIO METOJ/y KOHTpAlEMNIii.
HoJI0BIKHM TaKOX HOBHHHI BHKOPHCTOBYBATH epeKTHBHY KOHTpAlleNIlifo, SKIO BOHM abo ix
MapTHEPKH 3aCTOCOBYIOTH OHKacnap.

Hesinomo, um norpamsie neracnaprasa B rpyaHe MoJioko. B SKOCTI 3a1106i5KHOr0 3aX0y i Jac
niKyBaHHs OHKacnapoM HeoOXiHO NPHIHHHTH TpYJIHE BHTOJIOBYBAHHS 1 HE BIJHOBIIOBATH JO
3aBEpIICHHA JIKyBaHHS OHKacnapom.

3aaTHicTL KEpyBaTH ABTOTPAHCIIOPTOM TA MPALIOBATH 3 MEXaHI3MAMH
He cnin xepyBaru aBToTpancrmoptom Ta NpalioBaTH 3 MEXaHi3MaMH MiJ{ Yac 3aCTOCYBAHHS 1bOTO
npenapary, OCKUILKH L€ MOXKe BHKJTHKATH COHJIBICTD, BTOMJIIOBAHICTD 460 CIUTYTaHiCTh CBiJIOMOCTI.

Omnkacnap MicTuTh HATpii

Lle#t mikapcpkuii 3aci6 MicTHTH MeHIe 1 MMOJIb HaTpilo Ha JI03y, TOOTO MOKHA BBAXKATH, [0 He
MICTUTH HATPIIO.

3. Sk 3actocoByBatn Onkacnap

JlikyBanns Onkacniapom GyJ10 npusHaueHe JikapeM, SKHil Mac 10CBix Y BUKOPHCTaHHI Npenaparis
JUIs JIKyBaHHS paky. JIikap BUPIINTE, AKY 103y JIKapChKOro 3aC00y NPU3HAYUTH i 3 AIKOIO YACTOTOIO,
3aJIeKHO BIJI BIKY 1 IO TOBEPXHI TiJla, sIKA PO3PAXOBYETHCH 3 ypaxyBaHHsM Bamoro pocty i Baru.
Jlixapcpkuii 3aci6 BBOAMTHCS LITIXOM iH'€KIii PO3UMHY y M's13 200, SAKIIO Lie O1TbII AOMINBHO, Y BEHY.

Sxmo Bu orpumacre 6inbiry o3y Onkacnapy
Ockinbku stikap 6yne BBoauTn Bam 3acio, HaBpsa 4 Bu orpumaete Oinbimy Hix NOTPIOHO J103y
Onkacnapy. P N
Y ManoiMOBIpPHOMY BHNIAIKy BUIAIKOBOIO nepenosysanHs Bu 6yaere 3H3XOI[1;Y6/1C§,ﬁ.rﬂyﬁpltc"’[‘éﬂb_‘l:ﬁd\M
CTIOCTEPEKCHHAM MEAMYHOTO [IEPCOHATlY | OTPUMAETE HAJICKHE JTiKyBaHHs. /- </
SIkmo y Bac € nomaTkoBi MUTAHHS CTOCOBHO BHKOPHCTaHHA LBOTO 3ac00y, ,3Bcp.'_' -,’:”‘L[QICL‘?;{)FO‘s
JiKapsi. \ / S
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4. Moxausi nodiuni peakuii
Sk 1 iHwmi npenapartu, nel Jikapchkuii 3acib MOKE BHKIMKATH 1OGI4mH] peaxiii, Xoya BOHH
BUHUKAIOTh HE B KOKHOI JIFO/IHHH.

Cepiio3Hi nodivuni peakuii
Heraiino nosinomre cBoro jikaps, sximo y Bac BunukHe 6y1b-skHii 3 HACTYITHUX MOOIYHUX e(eKTiB:

Hy#xe qacri (Mo:KYTh BUHHKHYTH Y GibL1e oHicT JI0AHHN cepen 10 ocid)

- 3ananenns ado HII po3naay MiALUIYHKOBOT 351030 (maHKpearuT), 1110 BUKJIMKAIOTh CHJILHHIH
OLIIb y KMBOTI, AKHH MOXe HOIIMPIOBATHCS HA CIHHY, GIIOBOTY, Ii/(BUINCHHS PIBHS IYKpY B
KpOBI;

- Cepiio3ui anepriuni peaxiyii 3 TaKUMH CHMITTOMAMH, SIK BHCHII, CBEPOLK, HAOPSKH, KPOIIMB'AHKA,
3a/IMIIKA, TPHCKOPEHE CEPUEOUTTS 1 pi3Ke 3HMKCHHsI apTepiaibHOrO THCKY;

- [Hdexuis TSHKKOro cTynens 3i CTIKUM NifBHIICHHSIM TeMIlepaTypu Tiia;

- Tpom6u.

Yacri (MOKYTH BHHHKHYTH Y 10 oanici iogxunn cepen 10 oci)

- Kpogoteya TsixKoro cryness abo yTBopeHHs CHHIIB;

- [HTencuBHe TPEMTIHHS (CYZOMHU) Ta BTpaTa CBiZOMOCTI;

- Ilewinkosi npoGnemu (Hampukiaz, 3MiHa KOJILOPY MIKipH abo cevi abo MiBHINCHHS PIBHIB
NEeYIHKOBUX (PepMEHTIB um GinipybiHy, HifATBep/IKeHE pe3yIbTaTaMi 1abopaTOPHHUX aHANI3IB).

Pinko nommpeni (MoKyTh BUHHKHYTH Yy 10 0/HiCT JIIOAHHK cepea 1 000 ocio)
- [ledinKOBa HEOCTATHICTD.

Yacrora nesizoma (yacrora He Moske 6YTH BCTAHOBJICHA HA IMICTABI HASIBHUX JIAHUX)

- Tspxxi peakuii 3 60Ky IKipH i HA3BOIO TOKCHYHHIA 1T IepMalIbHUI HEKpOJIi3;

- Hopywenus dynknii nupok (Hanpukia, 3mina odcary ceui, mo BHUJILJISIETLCS, HAOPAK CTOI |
LIUKOJIOTOK);

- [HCYyNBT.

Inmi no6ivuni peaxuii
Ilorosopite 3i cBOIM Jlikapem, Ko y Bac BHHHKHE Gy/b-s1Ka 3 HACTYITHUX peaKiliii:

Hysxe gacTi (MOXKYTh BUHHKHYTH Y OiabLIe OHIET JIIOAHHN cepen 10 ocid)

- 3MiHa PyHKLIT NIILTYHKOBOT 3aJ103H;

- Brpara Baru;

- Biip y norax (sxuit Mosxe 6yTi cumiroMmoM TpomGo3y), Giib y rpyasx abo 3aauimka (1o Moxe
OyTH NpoABOM HAABHOCTI TPOMOGIB y JIETEHSX, CTAHY I1i/{ HA3BOIO JereHeBa eM0ouis);

- Brpara aneruty, 3aransna ciabkicts, 6moBoTa, giapes, HYJ0Ta;

- [litBUIIEHHS PIBHS LYKPY B KPOBI.

YacTi (MOKYTH BHHUKHYTH Y 10 O/HI€T JIIOAMHH cepen 10 ocib)

- 3HMIKEHHS KiJTBKOCTI €PUTPOIHTIB;

- Haxonnuenns piuu B UTyHKY (acuuT);

- IlixBuinenns TemMneparypu Tina Ta rpunoNo iGHI CHMITOMH;

- YTBOpEHHsI BUPA30K B POTI;

- Binb y ciiuni, cyrino6i abo sKUBOTI;

- Bucoki piBHi xupy 1 X0JIeCTepUHY B KPOBi; HM3LKHIT BMICT KaJliio B KPOBL e

Piaxo nommupeni (MosKyTh BHHHKHYTH Y /10 0HI€T J10AMHH cepen 1 0000cig).
- Cunznpom 060poTHOT 3ab0T Neiikoenuedanonarii (CO3JT), 03HaKa MM SKOTO €10
CIUTYTaHICTh CBIJIOMOCTI, CY/IOMH i BTpaTa 30Dy, sIKi 3HHKAIOTh yepe3s JesaKHiiay.

NEPEKNARBIPHAA]
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Yacrora HeBitoma (YacToTa He MOKe OYTH BCTAHOBJICHA HA NMUICTABI HASIBHIX JIAHHX)
- 3HMKEHHA KIILKOCTI JCHKOIHUTIB Ta TPOMOOLHUTIB;
- [Mansmiranis;
- Kictn B miuunynkoBiit 3a103i, HaOpAK CIAMHHHX 3aJ103;
- Bucoknii pisenb cewoBunu B KpoBi; anTHTINIA 10 OHKACTAPY; BUCOKHIA pIBEHBb aMiaKy B KpOBI;
3HUOKEHHS PIBHS I[YKPY B KPOBI;
- Connusicth, CIUTyTaHiCTL CBIOMOCT, JIerke MOCMHKYBAHHS [1AJIbIIIB.

Ioiomaenust npo modivni peakuii

Sxwo y Bac sunniiia Oyap-nka nobiuna peaiis, sKa, 3a BaIioo JIYMKOIO, MOKe OYTH I1OB’s13aHa 3
XiMioTepari€ro, 1oBioMTe mpo e cBoro nikaps. Lle CTOCYEThCS Oyb-AKUX MOOIYHUX peaKiii,
HaBITh HE BKA3aHUX B IIbOMY JIMCTKY-BKJIAIUIIL. BH Takok MOXKeTe OB TOMUTH npo noOiyHi peaxitii
0esmocepeIHbO 3a IONOMOrOKO HALIOHATBHOT CHCTEMH HOBIAOMIIEHHS!, BKA3aHOT HIKYC:

Ipaannis

Henaprament dpapmakonarisy HPRA
Epncdopr Tepac

[PJI - Jly6nin 2

Ten: 4353 1 6764971

®axkc: +353 1 6762517

Bebcaiit: www.hpra.ie
Enexrponna nomrosa ckpunbka: medsafety@hpra.ie

[Tosinomustoun npo noGiuni peakuii, Bu momomaracte 30MpaHHIO iHGOpMaLil 3 Oe3MeKH 1HOro
JTIKapChKOTO 3aco0y.

5. Sk 36epiraTu Onkacnap

30epiraiite neil JikapchKuii 3aci6 B MiCLISIX, HEJOCTYIIHHX JUIS JTEH.

He Brkoprcrosyiite neit ikapchbKuit 3aci6 micis 1aTi 3aBeprucHHs TEPMIHY MPUAATHOCTI, BKA3aHOT
Ha CTHUKETUI Ta HA KapTOHHiH KkopoOui micis nossaukn «EXPx». Jlata 3aBEPILCHHS TEPMIHY
MPUJIATHOCTI BITHOCUTHCSI JI0 OCTAHHBOT'O JIHS IIHOTO MICSLI.

36epiratu B X010 mibHUKY (2°C-8°C).

He zamopoxyBaru.

[Ticast BinHOBNEHNS Ta po3BeCHHS NKAPCHKOTO 3aco0y CIIij HeraitHo BUKOPUCTATH PO3YUH. SIKIO
HeraliHe BUKOPHCTAHHs HEMOJMNUIHBE, PO3BENCHHIl PO3UMH MOXKHA 30epiraté 10 48 romus npu
Temmneparypi 2°C-8°C.

He Buxopucroyiite weii npenapar, sxkmo Bu moMiTuim, mo BigHORICHHI PO3UHMH MYTHHH abo
MICTHTB BUIAMUMI YACTHHKH. ’

He Buknpnaiite sconni 3amumku Janoro npenapary y criuni Boau. Crmraiite (papmatieBra, sKuM
YMHOM CJII YTHJI3yBaTH HEBHKOPHCTaHi Jikapchki 3acobm. Lli 3axomnu JIOTIOMOKYTh 3aXHCTHTH
HABKOJIMILHE CePEIOBHUIIE.

6.  Bwmict ynakoBku Ta iHma indopmanis

o mictuTe Onkacnap

Jliroyoro peyosunoro Oukacniapy € neracnaprasa. Koxen duiakon mictuts 3750 MO neracnapraszu.
[Ticna Binnosnenss 1 mit po3unny mictuts 750 MO neracnaprasu (750 MO/mn).

[HmmME inrpesnieaTamMu € Hatpito rigpodocdar GezBoaHumii, Hatpito aurigpodocedar murigpar,
HATPIIO XJIOPUJI, caxapo3a, HATPIKO IiAPOKCHA (11 Kopurysanns pH), KHCII0Ta_XJIOPUCTOBOJIHEBA
(st kopurysanus pH) (muB. poszin 2 «Onkacnap MicTHTD HaTPIi»). P /
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Sk Burasgae Oukacnap Ta BMIiCT yHAKOBKH
Onkacnap siBiiste CO60K0 NOPOIIOK GisIoro abo Maiike 611010 KoJbopy. Ilicsist BIAHOBIICHHS PO3YHH €
IPO30pUM Ta O€30apBHUM 1 HE MICTHTB BUIMMHMX CTOPOHHIX YAaCTHHOK.
Koxxna ynaxoska mictuts 1 cknsnuit ¢aakon 3 3750 MO reracraprasu.

Biacnuk MapkeTHHroBOro 103801y
Jle JTaboparyap Ceps’e

50, pro Kapmo

92284 Cropen cenexc

Dpanuis

Bupoonux

Jlaboparopii Ceps'e [nmactpi
905 pyt ne Capan

45520 XKumi

Opaniis

st orpumanns jonatkoBoi iHpopmanii npo meit iikapeekuil 3aci6 3BEPHITBCS JIO MICLEBOTO
NPEJICTaBHUKA BIIACHUKA MAPKETUHTOBOTO JI03BOITY:

Ipnannis
Ceps'e JIaboparopis (Ipaanuis) Jlt.
Ten.: +353 (0)1 663 8110

Ieii smacToKk-BRAATHI GyI0 BOCTAHHE IEPErIsinyTo y aoromy 2019 p.

JlerasnbHa iHpopMmallis Hpo 1eii JikapchKuii 3aci6 MicTHTHCS Ha BeO-caifTi €BpONEHCHKOro areHTCTBAa
3 JIIKapchKUX 3aco0is: http://www.ema.europa.eu.

Hagenena nmk4e inopmanisi npusHayena e A5l cremiagicTis rajry3i OXOpoHH 3/10pOB’s1:

Yepes nenepenbadyBanicTs N0GIYHMX peakiiii OHKACIIap Mae BBOJMTH JTHIIE MeHIHUN [IePCOHA,
SKUH Mae JIOCBIJl Y BAKOPUCTAHHI XiMiOTepaneBTHIHUX IPOTUPAKOBHX JIIKAPCHKUX 3aC0BiB.

Ilin wac Tepamii MOXyTh BHHHKAaTH peakiii TimepYyTIMBOCTI [0 Onkacnapy, Hamnpukian,
aHainakcis, 0COOIHBO y MALIEHTIB 3 BIOMOIO TPy TINBICTIO 0 IHIIHX ¢Gopm L-acnaparinasu.
PyTuHHUM 3an06DKHUM 3aX0JI0M € CIIOCTEPEeKEHHS 3a MAllicHTAMH IPOTSTOM I'OJIMHU 1 HASBHICTIO
peanimManiifHOro obnajgHaHHs Ta IHIMX 3aco0iB, HEOOXIAHMX JUIS JTiKyBaHHS aHadiiakcii
(anpenaniny, KHCHIO, BHY TPILIHBOBEHHUX CTEPOIIB TOIIO).

Crix noindopmyBaTi mauieHTiB Ipo MOMKIMBI peaktil rinepuyTIMBOCTi 10 Onxacnapy, BKJIIOYaio4H
panToBy aHadinaxciro. Ilauientn, siki otpumyrots OHKacmap, mimiaoThes TIJIBUILEHOMY PH3HKY
KpOBOTEY 1 TPOMOOTHYHMX posnamiB. CIiJ TNOSCHUTH NalfieHTaM, 110 Onkacnap He MoXHa
3aCTOCOBYBATH OZIHOYACHO 3 IHIIWMH JIIKAPCHKHMH 3aC00aMH, SIKi MOXKYTh CIIPHYMHUTH T ABUILCHHS]
PH3HKY KPOBOTEY (IHB. po3zin 2 «IHui nikapebki 3acobu ta OHKacnapy).

Y pasi KOHTaKTy Liel JIiKapchbKHil 3aci6 MOsKe BUKIHKATH noapasHenus. Tomy ciig-3-o6epexHicTio
TFOTYBaTH Ta BBOAMTH NOpOWIOK. HeoGXiaHO yHHKaTH BAMXaHHA mapiB i Kefitakry ,«3}i,mkipolo i
CIIM30BOIO 000JIOHKOI0, 0COOJIMBO 0YEH; y pa3i KOHTAKTY HPOAYKTY 3 04MMa, vn’i-ijéié’ a6o cif A30BHMH
000JI0HKaMH CJII/L HEFaifHO IPOMUTH YpajKeHe MICIE BEJIMKOIO KibKiCTIO thnﬁpo 0N/ 7 pniiaﬁMHi
15 XBuMH. Y ‘

.
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Bynb-siknii HeBnkopucranuit nikapehkuii 3aci6 abo 3aiMIIKu mareplajly MaloTh OyTH YTHII30BaHi
BIJIMOBIJIHO /IO MICIIEBHX BUMOT. -

Inerpykuii 3 npurorysanns, 36epiranns Ta yrumizauii Onkacnapy

[HCTPYKIUT 3 HOBOJUKEHHS 3 JTIKAPCHLKUM 3aC000M

1.

(O8]

[Tepconan mac npolTH HABYAHHS CTOCOBHO MPABHI MOBOKCHHS 3 JIKAPCHKHM 3ac060M Ta
HOTO BBeJleHHA (CMIJ BUKIIOYMTH BAITHUX CHBPOGITHHIL 3 POGOTH 3 1M JIKapChKUM
3aco0om).

HeoOxi/1Ho BUKOPHCTOBYBATH acenTUYHHI METOJ.

Cu1lt 10TpUMYBATHCH NPOLIEYP HAIEKHOTO HOBOKEHHS 3 AHTHHEOTUTACTHYHHMH 3aCO0aMIL.

[Tpu noBoukenni 3 OHKACTIAPOM PEKOMEHIYEThCS BHKOPHCTAHHS OJHOPA30BHX PYKaBHYOK i
3aXHCHOTO OJIATY.

Bei enementy, HeoOXi/Hi /uist BBEIeHHS 260 OYHINEHHS, BKIIIOYAIOYH PYKaBHYKH, MAlOTh OyTH
MOMIIIEH] Yy MIIIKA JUIs  YTWI3alil BIiAXOMB 3 BMCOKHM CTYIIEHEM pU3UKY JUId
BHCOKOTEMIICPATYPHOTO CIAJIIOBAHHS.

BigHosiieHns

ks
2.
- A

5,2 MJI BOAM ISl iH'€KIiH BBOJATE Y (IIAKOH 3a JI0MOMOI'0IO IIIIPHIA | TOJIKH Kanibpom 21.
®rnakon citif 06epexHo 360BTaTH 10 PO3BEIEHHS HOPOLIKY.

[Ticns BinHOBNEHHA PO34YHH Mae GYTH MpPO3OpHUM Ta 0e30apBHUM 1 HE MICTHTH BHIHMMHX
CTOPOHHIX 4acTHHOK. He cITil BUKOPHCTOBYBATH BiIHOBIEHHIT PO3UMH, SKIIO BiH MyTHHH a0
MICTHTB ocan. He crpymysaty.

Po3uun ciiijt BUKOPUCTOBYBATH MPOTATOM 24 TOAMH MiCJsl BiAHOBICHHS 3a YMOBH 30epirans
npu Temnepatypi Huxue 25°C.

Brenenns HiKaDCI;KOFO 3aco0y

1,

[lepen BBeJEHHAM mapeHTepasbHi JIKapchki 3aco0H HEOOXiTHO IEPEBIPSITH HA HAsBHICTD
MEXaHIYHUX BKJIOYEHb | BUKOPHCTOBYBATH TibKH MPO30pHIi Oe30apBHUN PO3UMH, IO HE
MICTHTBh BUJIMMHUX CTOPOHHIX YAaCTHHOK.

Jlixapcbku#l 3aci® npusHaueHMi JMIIE JUIS BHYTPIIIHBOBEHHOTO UM BHYTPIIIHHOM'I30BOTO
BBCJICHHs1. PO3YMH i/l BBOAMTH MTOBIIBHO.

[Ipu BHYTPIIIHEOM'SI30BOMY 3aCTOCYBaHHI 00'€M BBE/ICHHS HE Mae NICPCBHUIIYBATH 2 MJT Y JUITEH
Ta IIJUITKIB 1 3 MJI y JOpOCIIHX.

JU1s BHYTPIIIHBOBEHHOTO BBEJCHHS BiJHOBJIEHMIT PO3YMH CIIij possect B 100 M1 po3umny
HATPIIO XNOpUAY s iH'exuiit 9 mr/mn (0,9%) abo 5%-1oro PO34YUHY T'JIIOKO3H.

Posenennii po3unn MoxHa BROIUTH TpoTsroM 1-2 romus pazom 2 1HDY31€I0 PO3UHITY XTTOPH/LY
Hatpito 9 mr/mi (0,9%) a6o 5%-HOro po3YHHY [IIOKO3H, IKa BIKE BBOIHTHCSL. ITin yac BBeieHHs
Onkacnapy He cnmia BBOAMTH IHII JHKApChKi 3aco6M 3a JIOTIOMOrOK Ti€i caMmoi
BHYTPIIIHBOBEHHOI iH(y3iiiHOT cHcTeMH.

Ilicis posBenenns nikapchkoro 3acoly cli HeraiiHO BUKOPHCTATH po3uuH. SKio HeraiiHe
BHUKOPHCTAHHA HEMOJKIHBE, PO3BEJCHMH PO3YMH MOkHa 30epiratu po 48 roaus npu
Temineparypi 2°C-8°C.

Yrunizanis
Omnxkacnap npusHayeHui nuuie Juis O/IHOPA30BOI0 3aCTOCYBaHHs. Bynb-sikuil HeBHKOpHCTaHUii

JIKapChKHuit 3aci6 abo 3auIIKy MaTepiany MaloTh 6YTH yTHII30BaHi BLATOBIAHO JI0 MICIIEBUX BHMOT.
Honarkosa nerampna indopmauis mictuthes B Koporkiii XapaKTepUCTHILI JIIKApPChKOTO 3acoby
(SmPC).




