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Cinpalii3, NOpOLIOK Ta pO3YMHHUK I PO3YUHY /1 il ekuiii, 500 MO

4. IHCTPYKIIISA IPO 3aCTOCYBAHHS
JIIKapChKOTO 3ac00y a00 iH(popMaIIis PO
3aCTOCYBAHHS JIIKAPCHKOTro 3aco00y,
3aTBEPJKEHA 3T1JHO 3 HOPMATUBHUMU
BUMOIaMM Kpainu 3asiBHHKa/BupoOHuKa abo
KpalH!, PETYyIATOPHUN OPraH sIKOI KEPYEThCS
BUCOKHMMH CTaHAAPTaAMHM SKOCTI, 1110
BIAITOB1JIal0OTh CTaHJAApTaM,
pexkomengoBanuM BOO3, ta/ado 3rigHo 3
pe3ysbTaraMu KJIIHIYHUX BUITPOOYBAHbD,
BHUKJIaJIeHAa MOBOIO BIAITOBIIHO 0 BUMOT
100 MOBH, BU3HAYEHUX a03all0M APYTUM
YaCTUHHU TPETHOI CTaTTi 26 3aKOHY YKpaiHu
«I1po 3acagu nepxkaBHOI MOBHOT ITOJIITUKN.




IHCTPyKUiA Npo 3acTocyBaHHA NikapcbKoro 3acoby abo iHGopmauia MpPo 3acTOCYyBaHHA
nikapcbkoro 3acoby, 3atBepa)keHa 3rigHO 3 HOPMATUBHUMIU BUMOraMin KpaiHu 3asBHuUKa/
BupobHuka abo KpaiHwn, perynsaTopHWiA OopraH sAKOi KepyeTbCA BUCOKUMW CTaHaapTamut
AKOCTI, WO BiANOBigalOTb cTaHpapTaMm, pekomeHgosaHum BOO3, Tta/abo 3rigHo 3
pesynbTataMmn KniHiYHUX BUNpobyBaHb, BUKNaJeHa MOBOIO BiMOBIAHO A0 BUMOT LOAO
MOBW, BM3HaYeHWX ab3aloM ApYrum 4YacTUHWU TPeTboi cTaTTi 26 3akoHy Ykpaivu «[lpo
3acagv AepXaBHOI MOBHOI MOMITUKW Y.

Jlo Peecrpaniiinoro nocsijgyeHss
No BiJa D.

B. PACKAGE LEAFLET
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IHCTPyKUiA NMpo 3acTocyBaHHA Nikapcbkoro 3acoby abo iHpopMauis NPO 3acTOCYBaHHA NIKapCbKOro
3acoby, 3aTBeppKeHa 3rilHO 3 HOPMaTUBHUMU BUMOramu KpaiHu 3assHuUKa/BupobHuka abo KpaiHu, 3
PEerynAaTopHU opraH AKOI KepyeTbCA BUCOKMMM CTaHAApTamMu AKOCTI, WO BiAMNOBIAalOTh CTaHOapTaMm,
pekomeHpgosaHum BOO3, Ta/abo 3rigHO 3 pesynbTatamu KniHiYHUX BUNPOBYBaHb, BUKNageHa MOBOK
BIANOBIAHO A0 BUMOT WOAO MOBU, BU3HaYeHnX ab3alom JpyruM YacTUHWU TPeTbol CTaTTi 26 3aKoHy
Ykpainu «[1po 3acagn AepKaBHOI MOBHOT NOMITUKMN»,

Cinryze 500 IU powder and solvent for solution for injection [do Peectpauiiinoro nocsiuenns
C1 inhibitor (human) Ne Bia D.

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 start taking this medicine.

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

. If you have any further questions, ask your doctor or pharmacist.

. This medicine has been prescribed for you only. Do not pass it on to others. It may harm them,
even if their signs of illness are the same as yours.

° If you get any side effects talk to your doctor or pharmacist. This includes any possible side

effects not listed in this leaftlet. See section 4.
What is in this leaflet:

What Cinryze is and what it is used for

What you need to know before you take Cinryze
How to take Cinryze

Possible side effects

How to store Cinryze

Contents of the pack and other information

A e S

3 What Cinryze is and what it is used for
Cinryze contains the human protein called “C1 inhibitor” as the active substance.
C1 inhibitor is a naturally occurring protein that is normally present in the blood. If you have a low

amount of C1 inhibitor in your blood or your C1 inhibitor is not working properly, this can lead to
swelling attacks (called angioedema). Symptoms may include stomach pains and swelling of the:

. hands and feet

. face, eyelids, lips or tongue

° voice-box (larynx), which may make breathing difficult
. genitals

In adults and children, Cinryze can raise the amount of C1 inhibitor in the blood and either prevent
(prior to undergoing medical or dental procedures) these swelling attacks from occurring or stop
swelling attacks once they have begun.

In adults, adolescents and children (aged 6 years and above), Cinryze can raise the amount of C1
inhibitor in the blood and routinely prevent swelling attacks from occurring.

2. What you need to know before you take Cinryze
Do not take Cinryze
. If you are allergic to C1 inhibitor or any of the other ingredients of Cinryze (listed in section 6).

It is important to tell your doctor if you think you have ever had an allergic reaction to any of
the ingredients in Cinryze.
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Warnings and precautions

. Before you start treatment with Cinryze, it is important that you tell your doctor if you have, or
have had, problems with your blood clotting (thrombotic events). You will be carefully
monitored if this is the case.

e If you begin to suffer from rashes, tightness of the chest, wheezing, or a fast heart beat once you
have taken Cinryze, you should tell your doctor immediately (see section 4).
. When medicines are made from human blood or plasma, certain measures are put in place to

prevent infections being passed on to patients. These include careful selection of blood and
plasma donors to make sure those at risk of carrying infections are excluded, and the testing of
each donation and pools of plasma for signs of virus/infections. Manufacturers of these products
also include steps in the processing of the blood or plasma that can inactivate or remove viruses.
Despite these measures, when medicines prepared from human blood or plasma are
administered, the possibility of passing on infection cannot be totally excluded. This also
applies to any unknown or emerging viruses or other types of infections.

The measures taken are considered effective for enveloped viruses such as human
immunodeficiency virus (HIV), hepatitis B and hepatitis C viruses, and for the non-enveloped

hepatitis A and parvovirus B19 viruses.

Your doctor may recommend that you consider having vaccinations against hepatitis A and B if
you regularly or repeatedly receive C1 inhibitor products that have been taken from human
plasma.

It is strongly recommended that every time you receive a dose of Cinryze the name and batch
number of the product are recorded by your nurse or doctor in order to maintain a record for the
batches used.
Children
Cinryze is not for use in children below 6 years of age for routine prevention of angioedema attacks.
Other medicines and Cinryze
Tell your doctor if you are taking, have recently taken or might take any other medicines.
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 taking Cinryze. There is limited information on the safety of Cinryze use
during pregnancy and breast-feeding. Your doctor will discuss with you the risks and benefits of
taking this medicine.
Driving and using machines
Cinryze has minor influence on the ability to drive and use machines.

Cinryze contains sodium

Each vial of Cinryze contains approximately 11.5 mg of sodium, This should be taken into account by
people on a controlled sodium diet.

3. How to take Cinryze
Your treatment will be initiated and managed under supervision of a doctor experienced in‘tl &

patients with hereditary angioedema (HAE).
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A doctor or nurse may prepare and inject Cinryze for you. If your doctor decides you can self-
administer, your doctor or nurse will train you or a family member to prepare and inject Cinryze. Your
doctor will regularly review the preparation and administration process with you or a family member

or carer.

The recommended dose of Cinryze for adults, adolescents, children, the elderly, or patients suffering
from kidney or liver problems is as follows:

Adults and adolescents (12 years and above)

Treatment of swelling attacks

. A dose of 1000 IU (two vials) of Cinryze should be injected at the first sign of a swelling attack.
. A second injection of 1000 IU may be given if your symptoms do not improve after 60 minutes.
. If you are experiencing a severe attack, particularly a swelling of the voice-box (larynx), or if
initiation of treatment is delayed, the second 1000 IU dose may be given earlier than 60 minutes
after the first dose, depending on your clinical response.
. Cinryze should be injected intravenously (into the vein).

Routine prevention of swelling attacks

. A dose of 1000 IU (two vials) of Cinryze should be injected every 3 or 4 days for routine

prevention of swelling attacks.

. The dosing interval may be adjusted by your doctor depending upon your response to Cinryze.
. Cinryze should be injected intravenously (into the vein).

Prevention of swelling attacks prior to surgery
“ A dose of 1000 IU (two vials) of Cinryze should be injected up to 24 hours before a medical,

dental, or surgical procedure.

. Cinryze should be injected intravenously (into the vein).

Children

Treatment of angioedema attacks

Pre-procedure prevention
of angioedema attacks

Routine prevention of
angioedema attacks

2to 11 years, >25 kg:

A dose of 1000 IU (two vials) of
Cinryze should be injected at the first
sign of a swelling attack.

A second injection of 1000 IU may be
given if your symptoms do not improve
after 60 minutes.

2to 1] years, 10-25 kg:

A dose of 500 IU (one vial) of Cinryze
should be injected at the first sign of a
swelling attack.

A second injection of 500 IU may be
given if your symptoms do not improve
after 60 minutes.

2to 11l years, >25 kg:

G to 11 vears:

A dose of 1000 IU (two
vials) of Cinryze should
be injected up to 24 hours
before a medical, dental,
or surgical procedure.

21to 11 years, 10-25 kg:
A dose of 500 IU (one

vial) of Cinryze should be
injected up to 24 hours
before a medical, dental,
or surgical procedure.

A dose of 500 IU (one vial)
of Cinryze should be injected
every 3 or 4 days for routine
prevention of swelling
attacks.

The dosing interval may be
adjusted by your doctor
depending upon your
response to Cinryze.

Reconstitution and method of administration

P
Cinryze is usually injected into a vein (intravenously) by your doctor or nurse. You or:your car:
might also administer Cinryze as an injection, but only after receiving adequate trajning If

i’ﬁfﬁ/

injecting Cinryze yourself, always use it exactly as your doctor has instructed you. Check vglth )?our !
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doctor if you are not sure. If your doctor decides that you may be suitable for such home-treatment,
he/she will give you detailed instructions. You will be required to keep a diary in order to document
each treatment received at home and to bring it to each of your visits to the doctor. Regular review of
your/your carer’s injection technique will be performed to ensure continued appropriate handling.

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

4. Possible side effects
Like all medicines, Cinryze can cause side effects, although not everybody gets them.
This can include allergic-type reactions.

Tell your doctor immediately if you experience any of the following symptoms after taking this
medicine. Although they are rare, the symptoms can be severe.

Sudden wheeziness, difficulty in breathing, swelling of eyelids, face or lips, rash or itching (especially
affecting the whole body).

Very common side effects (may affect more than 1 in 10 people): headache, nausea.

Common side effects (may affect up to 1 in 10 people): hypersensitivity, dizziness, vomiting, rash,
itching or redness, injection site rash or pain, fever.

Uncommon side effects (may affect up to 1 in 100 people): high blood sugar, blood clot, painful veins,
hot flush, cough, stomach pain, diarrhoea, skin flaking, joint swelling and pain, muscle pain, and chest
discomfort.

Side effects in children and adolescents are expected to be similar to those in adults.

Reporting of side effects

If you get any side effects, talk to your doctor or nurse. This includes an $§sible side effects not
listed in this leaflet. You can also report side effects directly via t jonal
By reporting side effects you can help provide more information on the safety of this

medicine.

5. How to store Cinryze
Keep this medicine out of the sight and reach of children.

Do not use Cinryze after the expiry date which is stated on the carton or vials after “EXP”.
Store below 25°C. Do not freeze. Store in the original package in order to protect from light.

Once reconstituted, Cinryze solution should be used immediately.
Do not throw away any medicines via wastewater or household waste. Ask your pharmacist how to
throw away medicines you no longer use. These measures will help to protect the environment.

6. Contents of the pack and other information

What Cinryze contains
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The active substance is C1 inhibitor produced from the plasma of human donors. Each powder vial
contains 500 IU of C1 inhibitor. After reconstitution, one vial contains 500 IU of C1 inhibitor (human)
per 5 ml, corresponding to a concentration of 100 TU/ml. Two vials of reconstituted Cinryze contain
1000 IU of C1 inhibitor (human) per 10 ml, corresponding to a concentration of 100 TU/ml.

The total protein content of the reconstituted solution is 15 = 5 mg/ml.

One International Unit (IU) is equivalent to the amount of C1 inhibitor present in 1 ml of normal
human plasma.

The other ingredients (excipients) are:

Powder vial: sodium chloride, sucrose, sodium citrate, L-valine, L-alanine and L-threonine. See
section 2).

Solvent vial: water for injections.

What Cinryze looks like and contents of the pack
Cinryze is a white powder contained in a vial.

After it has been dissolved in the water for injections the solution is clear and colourless to slightly
blue.

Each pack of Cinryze contains:

2 vials of Cinryze 500 IU powder for solution for injection
2 vials of water for injections (5 ml each)

2 filter transfer devices

2 disposable 10 ml syringes

2 venipuncture sets

2 protective mats

Only use a silicone-free syringe (provided in the pack) for administration of the product.
Marketing Authorisation Holder and Manufacturer:

Marketing Authorisation Holder
Shire Services BVBA

Rue Montoyer 47

B - 1000 Brussels Belgium
medinfoeuceemea@shire.com

Manufacturer

Shire International Licensing B.V.
Strawinskylaan 481

1077 XX Amsterdam

The Netherlands

This leaflet was last revised in

Other sources of information
Detailed information on this medicine is available on the European Medicines Agency web site:
http://www.ema.europa.eu/. There are also links to other websites about rare diseases and treatments. ___ )

s
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The following information is intended for healthcare professionals only:

Reconstitution and administration of Cinryze

Reconstitution, product administration and handling of the administration set and needles must be
done with caution.

Use either the filter transfer device provided with Cinryze or a commercially available double-ended
needle.

Only use a silicone-free syringe (provided in the pack) for administration of the product.

Preparation and handling

Cinryze is intended for intravenous administration (into the vein) after reconstitution with water for
injections.

Cinryze vial is for single use only.

Reconstitution

For a dose of 500 IU: One powder vial, 1 solvent vial, 1 filter transfer device, 1 disposable 10 ml
syringe, 1 venipuncture set and | protective mat are needed. Store the remaining vial and
administration equipments for the next dose.

For a dose of 1000 IU: Two powder vials, 2 solvent vials, 2 filter transfer devices, 1 disposable 10 ml
syringe, 1 venipuncture set and 1 protective mat are needed.

Each product vial should be reconstituted with 5 ml water for injections.

One vial of reconstituted Cinryze corresponds to a dose of 500 IU. Therefore only reconstitute one vial
of Cinryze for one dose of 500 IU.

Two vials of reconstituted Cinryze correspond to a dose of 1000 IU. Therefore two vials are
combined for one dose of 1000 [U.

Work on the mat provided and wash your hands before performing the following procedures.
Aseptic technique should be used during the reconstitution procedure.

Ensure the powder vial and the solvent vial are at room temperature (15°C - 25°C).

Release the powder vial label by tearing down the perforated strip indicated by the inverted
triangle.

Remove plastic caps from the powder and solvent vials.

Cleanse stoppers with a disinfection swab and allow them to dry prior to use.

Remove protective covering from the top of the transfer device package. Do not remove the
device from the package.

i

e 2
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1.

Note: the transfer device must be attached to the solvent vial before being attached to the
powder vial, so that the vacuum in the powder vial is not lost. Place the solvent vial on a flat
surface and insert the blue end of the transfer device into the solvent vial, pushing down until
the spike penetrates through the centre of the solvent vial stopper and the device snaps in place.
The transfer device must be vertical prior to penetrating the stopper closure.

Remove the plastic package from the transfer device and discard it. Take care not to touch the
exposed end of the transfer device.

Place the powder vial on a flat surface. Invert the transfer device and the solvent vial containing
water for injections and insert the clear end of the transfer device into the powder vial, pushing
down until the spike penetrates the rubber stopper and the transfer device snaps into place. The
transfer device must be vertical prior to penetrating the stopper closure of the powder vial. The
vacuum in the powder vial will draw in the solvent. If there is no vacuum in the vial, do not use
the product.

Gently swirl the powder vial until all powder is dissolved. Do not shake the
powder vial. Make sure all the powder is completely dissolved.

AN




12.  Disconnect the solvent vial by turning it anti-clockwise. Do not remove the clear end of the
transfer device from the powder vial.

oy ]

One vial of reconstituted Cinryze contains 500 IU of C1 inhibitor in 5 ml, resulting in a concentration
of 100 IU/ml. Proceed to administration process if patients receive a dose of 500 IU.

Two vials of Cinryze powder must be reconstituted to make one dose (1000 [U/10 ml). Therefore
repeat instructions 1 to 12 above using an additional package containing a transfer device to
reconstitute the second of two powder vials. Do not reuse the transfer device. Once the two vials are
reconstituted proceed to administration process for a dose of 1000 IU.

Administration process for a dose of 500 IU
1. Aseptic technique should be used during the administration procedure.

2. After reconstitution, the Cinryze solutions are colourless to slightly blue and clear. Do not use
the product if the solutions are turbid or discoloured.

3. Using a sterile, disposable 10 ml syringe, draw back the plunger to allow approximately 5 ml of
air into the syringe.

\g‘\\

4, Attach the syringe onto the top of the clear end of the transfer device by turning it clockwise.

S Invert the vial gently and inject air into the solution and then slowly withdraw the reconstituted
Cinryze solution into the syringe.
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6. Detach the syringe from the vial by turning it anti-clockwise and releasing it from the clear end
of the transfer device.

7 Inspect the reconstituted Cinryze solution for particulate matter prior to administration; do not
use if particles are observed.
8. Attach the venipuncture set to the syringe containing Cinryze solution and inject intravenously

(into the vein) into the patient. Administer 500 IU (reconstituted in 5 ml of water for injections)
of Cinryze by intravenous injection at a rate of 1 ml per minute over 5 minutes.

Administration process for a dose of 1000 IU

1. Aseptic technique should be used during the administration procedure.

2. After reconstitution, the Cinryze solutions are colourless to slightly blue and clear. Do not use
the product if the solutions are turbid or discoloured.

3. Using a sterile, disposable 10 ml syringe, draw back the plunger to allow approximately 5 ml of
air into the syringe.

e

4.  Attach the syringe onto the top of the clear end of the transfer device by turning it clockwise.

5. Invert the vial gently and inject air into the solution and then slowly withdraw the reconstituted
Cinryze solution into the syringe.

33




12

6.  Detach the syringe from the vial by turning it anti-clockwise and releasing it from the clear
end of the transfer device.

7. Using the same syringe, repeat steps 3 to 6 with a second vial of reconstituted Cinryze to make
one complete 10 ml dose.
8. Inspect the reconstituted Cinryze solution for particulate matter prior to administration; do not

use if particles are observed.

9.  Attach the venipuncture set to the syringe containing Cinryze solution and inject intravenously
(into the vein) into the patient. Administer 1000 IU (reconstituted in 10 ml of water for
injections) of Cinryze by intravenous injection (into the vein) at a rate of 1 ml per minute over
10 minutes.

Any unused medicinal product or waste material should be disposed of in accordance with local
requirements,
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JIUCTOK-BKJIAJULI: IHROPMALLS JJ151 KOPUCTYBAYA

Cinpaiiz 500 OquHHLB NOPOLIOK | PO3YHHHHK /Il IPHTOTYBAHHS PO3YHHY s iH' €Ki
IuribiTop ¢l (Jroaumm)

WV Lleii mikapcekuii 3aci6 miarae A0AaTKOBOMY MOHITOpHHTY. Lle 103BONMTE IIBHAKO BHABIATH HOBY
indopmaniro 3 Ge3nekn. B Moxxere AONOMOITH, MOBIZOMHBIIM Npo Oyab-Aki mobiuni edekrtH, ski y Bac
BUHUKIH. [HdopMaLis npo Te, Ak NOBIAOMIATH Mpo nodivHi ediekTH HaBeleHa B KiHL{ po3ainy 4.

Ilepen nMo4aTKOM BHKOPHCTAHHS IBOr0 JIKAPCHKOro 3acofy YBAKHO NPOYHTANTE MAHHI JHCTOK-
BKJIaJHIIL.

» He Bukujaiite neit nucrok-riagunl. BaM Moxke 3Ha10OUTECS 3HOBY HOTO IIPOYUTATH.

e Slkmo y Bac € Oyab-sKi 10/1aTKOBI MUTaHHA, 3BepHITHC 10 TiKaps abo gapmMalieBTa.

e Ileit nikapchkui 3acid 0yJI0 NpH3HaYeHo TibkH BaM. He nepeaaraiite ioro inmum ocobam. Bin Moxe im
3aIIKOJUTH HaBITh AKIIO 03HAKM X XBOPOOM TaKi K, K y Bac.

e 'V pa3l BUHMKHEHHA OyIb-AKHX MOOIYHUX edeKTiB, 3BepHITECA 0 cBoro Jikaps abo dapmauesra. e
BKJIIOYAE Oy 1b-s1Ki MOAIIHBI 0OIuHI edeKTH, He BKa3aHi B ILOMY JTHCTKY-BKIamuii. JIus. pozain 4.

Hka indopmanis MicTHTECS B IBOMY JHCTKY-BKJIAIHIII:

[Ilo npencrasnse coboto npenapat CiHpaiis i A7 400 BiH BHKOPHCTOBYEThCS
[lo Bam HeoOXiHO 3HATH Mepe/ MoYaTKOM MpuitoMy nmpenapaty CiHpaiiz

Sk mpuiimatu npenapat CiHpaii3

MoxnuBi nobiuni edexru

STk 36epiratu npenapat CiHpaiiz

BuicT ynakoBkH Ta iHIIa iHpopMalis

O8N P 1

1. Mo npeacrasasie coboro npenapat Cinpaiis i 118 4oro BiH BHKOPHCTOBYEThCH
B skocTi akTHBHOI pedoBuHHM npenapat CiHpaiis MiCTUTE JIOJICEKUIT 610K, 1110 HasuBaeThes "inribGiTop C1".

Inri6iTop C1 e npupoanum OinkoM, sSKuil 3a3BHYail MPHCYTHIH B KpoBi. SKIO y Bac HM3bKa KiJIbKICTH
inri6iropa C1 B kpoBi a6o inribitTop C1 He mpauioe HaJeKHAM YHHOM, 1I€ MOYE TPU3BECTH [0 HaGpAKY (Tak
3BaHMH aHTIOHEBPOTUYHHI HaOpsK). CUMIITOMH MOXYThb BKJIIOYATH OO B KHBOTI i Habpsk:

. KHCTeH pykK i cTon

° o0uy4s, MoBik, ryd abo s3uka
. roJIOCOBOIO anapary (ropTaHi), o MOXe 3aTPYAHHTH JHXaHHs
° reHitaniii

V nopocnux i giteii npenapar Cinpaiiz Moske 301IbIINTH KiJbKicTh iHTiGiTOopa C1 B KpOBi Ta 3ano6irTu (nepex
NPOBEJICHHAM MEJHYHMX ab0 CTOMATONOrYiHUX MPOoLeIyp) LM HamaJaMi aHTiOHEBPOTHYHOTO HAOpAKy abo
3YMHMHHUTH Halajl aHriOHeBPOTUYHOr0 HaOPAKY SK TiTBKH BiH IOYHETHCH.

V nmopocnux, miamiTKiB i AiTed (BikoM BiJ 6 pokiB i crapmre) npenmapar CiHpaiiz Moxe 36iMBIIHTH KiIBKICTE
inribitopa C1 B kpoBi i pyTHHHO 3a1100irTH PO3BUTKY HalaJy aHIiOHEBPOTHIHOTO HAGPAKY.

2, Illo Bam HeoOXiAHO 3HATH mepex mo4aTKoM mnpuiiomy npenapaty Cinpaiis He npuiimaiite
npenapat CiHpaiis

. Slkmo y Bac anepris Ha inriditrop Cl ado Oyap-axkuil 3 iHImKX iHrpenieHTiB mpenapary Cinpais
(HaBeJIeHUX B pO3/1iJ1i 6). BaxxIHBO MOBIIOMUTH CROTO JTiKaps, AKIIO BH AYMAETE, IO Y, BAC KOJIH- HeOy B
Oyna anepriuHa peakilis Ha Oy/[b-AKUil 3 iHrpeienHTiB npenapary CiHpaiis. (BN /,

IMonepeqaxenns Ta 3anodixHi 3ax0aH
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. [epen noyatkoM mikyBaHHA mpenaparoM CiHpaiis Ba1MBO [OBIIOMUTH Jlikaps, AKIIO Y Bac € abo Oyim
npo0/ieMH 3i 3rOpTaHHAM KpoBi (TpoMOOTHYHI ABHMINA). B LbOMY BHIAAKY 3a BaMH OYIyTh peTesbHO
CTEKHUTH.

. Skmio y Bac 3'4BUThCA BIUCHIIKA, BAXKKICTB B IPY/1X, XpUIH ab0 MPHCKOPeHe cepUeOUuTT micis mpuiioMy
npenapary CiHpaiis, BM MOBHHHI HeraifHo MOBiJIOMUTH NPO 11€ CBOTO JiKaps (IHB. po3ail 4).

% Konu niky BUTOTOBIAOTECA 3 KPOBI 4M IUIA3MM JIFOAMHM, 3aCTOCOBYIOTLCA I€BHI 3aXO[H [AJIs

sanobiranus nepezadi indexuii nanientaM. MeTolo peTeNbHOro BigGopy JOHOPIB KPOBi Ta IIa3MH €
BUKJIFOYEHHS NOTEHLialBHUX HOCITB iHGekNUil, a TaKoXK TecTyBaHHA KOKHOT MOPIIT Ta myJIy Maa3sMHi Ha
O3HAKH Bipycy/ingekuii. BUpoOHHKH LMX MPOAYKTIB TaKOX BKIIOYAIOTH eTanu 0OpoOKH KpoBi abo
MJ1a3MH, O iHAKTHBYIOTH 200 BMAANAIOTH BipycH. He3paskarouu Ha Lie, TIPH 3aCTOCYBaHHI NTiKAPCEKHX
3ac00iB, AKi BUTOTOBJIAIOTECS 3 KPOBI YH IUIA3MH JIFOJUHH, MOXKIIMBICTE Tlepesiadi 30y/IHHKIB iHpeKil
He Moxe OyTH MOoBHicTIO BHKIoYeHa. [{e Takox cTocyeThess Oyab-IKHX HEBiIOMHX 460 BUHHKAIOUMX
BipyCiB Ta iHIIMX TUMIB 30yAHUKIB.

BkuTi 3aX0/M BBaXKatOThCA e(DEKTHBHUMH ILO/10 000TOHKOBUX BipyCiB, TAKUX fAK Bipyc iMmyHoaedinuTy
momunu (BIJT), Bipycu renatury B i renatuty C, a Takoxk o0 6e3060T0HKOBHX BipyciB renatury A
i mapBoBipycy B19.

Bam nikap Moke peKOMEHyBaTU BaM PO3IJISHYTH MHTAaHHS MPO BAKIMHAIO MPOTH renatuty A i B,
AKIIO BH PETyJIApHO abo HeoJHOpa30Bo BBoAMTE iHribiTopu C1, oTpHMaHi 3 I1a3Mu KpoBi JTIOTHHH.

Hamosnernneo pekoMeHIyeThes KOXKHOrO pasy, KOJIM BH OTPHMYeTe o3y npenapaty CiHpaiis, mo6

Bala MejcecTpa abo Jlikap 3anucyBaji Ha3By i HOMep cepil Ipemapary 3 MeTO 30epexeHHs 3aIncy
JUIA BHKOPHCTOBYBAHHX Cepiil.

Hitu

INpenapar Cinpaii3 He NpH3HaYeHUH /I BAKOPUCTAHHA y [IiTeil BIKOM 10 6 POKIB A/ py THHHOT Ppo(iIakTHKK
HanajliB aHriOHEBPOTUYHOIO HAOPSKY.

Inmi npenmaparn i Cinpaiiz

[TorigomTe cBOrO Nikaps, SKINO BU NpHiiMacTe, HelllOaBHO NpHiiMank abo Mormu O IpriiMaTH OyIb-aKi iHIIi
niKapchKi MpenapaTH.

BarithicTs i rogyBanus rpyagio

Jlkuio BM BariTHi abo rofyere rpy/jbMH, AyMaeTe, LI0 MoXeTe OYTH BariTHOW, abo IUIaHyeTe BAriTHICTE,
3BEPHITBLCA JI0 CBOTO JliKaps Mepe/] IouaTkoM Npuidomy npenapary Cinpaiis. Icnye o6mexena indopmariis mpo
Oesnexy BUKOpucTaHH: npenapaty CiHpaii3 mi 9ac BariTHOCTI Ta royBaHHs rpyumo. Bam nikap o6ropopHts
3 BaMH PH3HKH i epeBary npuiioMy LbOro Mpenapary.

IIsuaKkicTe peakuii NpH KepyBaHHI ABTOTPAHCIOPTOM a00 poboTi 3 iIHIHMH MexaHi3MaMu

Ilpenapar Cinpaiis Mae He3HauyHWH BIUIMB Ha LIBHAKICTH peakilii MpH KepyBaHHI aBTOTPAHCIIOPTOM abo
{HIIMMH MeXaHi3MaMu

Ipenapat Cinpaii3 MicTHTE HaTpiii

Koxuuit ¢pnakon Cinpaiis MicTHTE npubmmsHo 11,5 Mr Hatpiro, [le HeoOXiaHo npuiiMaTH 10 yBard JIHOIAM,
110 nepebyBaroTECA Ha Ji€Ti 3 KOHTPOJILOBAHHM BXKHBAHHSIM HATPIO.

3. Ax npuiiMmaTn npenapat CiHpaiis

Bame J'!lKYBaHI-DI Oyle po3modaTro Ta NPOBEAEHO MiJ] HArJIAAOM JKaps, skuil Mmae uocmﬂ’ 110\\);1{ 3373
NalieHTaMH 3i CIaJKOBHM aHTiOHeBpoTHYHMM Habpsakom (CAH).

Jlikap abo MejicecTpa MOXe TIPUTOTYBaTH i BBecTH Bam npenapar Ciupaiis. Slkimo Bam mkap BHp"Lh' b Luo
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BH MOYKeTe CaMOCTIHO BBOJMTH NpEnapar, To Jikap abo MejcecTpa HABUMTE Bac abo 4ieHa ciM'i Ik roTyBaTH
i BBO/IMTH mpenapar Cinpaiis. Bam nikap Gyae peryaspHO NepeBipATH MpOLEC MPUrOTYBaHHA i BBEJAEHHA
BaMH, 4ieHOM ciM'T abo Joriagayem.

Pexomensiopana no3a npenapary CiHpaitz Juis Jopociux, HiAJITKIB, Aitell, jmoeil moxunoro Biky ao

Naui€exTiB, AKi CTPaXKAIOTE 3aXBOPIOBAHHAMH HHPOK ab0 MeYiHKH, € HACTYITHOK:

Hopocni ta miuritky (12 pokis i cTapiie)

JlikyBaHHSA HANAIB AHTIOHEBPOTHYHOI0 HADPAKY

dnaxonn) npenapary Cinpaiis.

ITpu nepumx o3Hakax Hamaay aHTiOHEBPOTHYHOrO Habpsky HeobximHo Beectm 1000 MO (msa

Hpyry in'exuiro 1000 MO MoHa BBeCTH, AKLIO CHMIITOMH HE 3MEHINATBLCA Yepes 60 XBHIHH.
Skmo Bu BigdyBaeTe CHNBLHHI Hamaj, oco0aHBO HaOpsK roJIOCOBOro amnapary (roprai), aGo AKIIO

MOYATOK JIIKYBaHHA BiJKIaJaeTbed, Apyry o3y 1000 MO moxHa BBOAMTH paHilue, HbX 4epes 60
XBWJIFH IC/Is nepiuol 034, 3aleKHO Bij KIIHIYHOT BioBii.

ITpenapar Cinpaiiz HeoOXi/JHO BBOJHTH BHYTPILIHEOBEHHO (V BEHY).

Pyrunna npoginakTHka Hanalie aHriOHEBPOTHYHOI0 HADPAKY

npenapaty CiHpaitz HeoOXiZHO BBOAMTH KOXHI 3 ado 4 fHi.

Jns pyTuHHOT NpodiakTHKK HanajiB aHTiOHEBPOTHIHOTO HAGpsAKy ao3y 1000 MO (aBa dnakoum)

Jlikap MosKe CKOpUI'YBaTH iHTepBal BBEJICHH: B 3AJIEKHOCTI Bijl BalIol peakilii Ha npenapar Cinpaiis.
[Tpenapar Cinpaii3 HeoOXiZHO BBOJUTH BHYTPILIHBOBEHHO (Y BEHY).

[lepenonepauiiina npogirakTuka HanaJiB aHFOHEBPOTHYHOr0 HaGPAKY

MeINYHOI, CTOMATOIOTIYHOI ab0 Xipypri4Hoi mpolemypu.

Hitu

Ilpenapar CiHpaiis HeoOXiHO BROJUTH BHYTPIIIHBOBEHHO (Y BEHY).

o3y 1000 MO (zBa dnakonn) npenapary CiHpaiiz Heo6XifAHO BBeCTH 3a 24 rOJMHHM 10 NPOBEJEHHS

JlikyBaHHS HamnajiB aHTiOHEBPOTHYHOIO
HabpsAKy

TlpodinakTrka HamazaiB
aHTiOHEBPOTHYHOTO HAOPAKY
nepe/1 NpoBeIeHHAM
MIPOLIEAYPH

PyTtunna npodinaktika Hamazain
AHTIOHEBPOTHYHOTO HAOPAKY

8id 2 0o 11 pokie, >25 ke:

ITpu nepmmx o3HaKax Hamamy
AHTIOHEBPOTHYHOI 0 HaDpAKY HeoOXigHO
BeecTd 1000 MO (nBa dnaxonu) npemapaty
Cinpaiis.

Hpyry in'exnito 1000 MO MoxHa BBeCTH,
AKINO CHMIITOMH He 3MeHIIaTkcs yepes 60
XBHJIHH.

8i0 2 0o 11 poxie, 10-25 ke:

ITpy nepmux o3Hakax Hamagy
AHTIOHEBPOTHYHOI0 HaOpsAKY HeoOXigHO
BeecTH 500 MO (ofuH dnakoH) npernapary
Cinpaiis.

Hpyry in'exuito 500 MO moxHa BBeCTH,
SKIIIO CHMIITOMH He 3MeHIaTkcs gepes 60
XBHJIMH.

810 2 0o 11 poxie, >25 ka:

8i0 6 0o 11 poxis:

Hozy 1000 MO (a8a
(hrakoHHM) mpenapary
Cinpaiiz HeoOXiIHO BBECTH
3a 24 rOAMHHU 10 NIPOBEHECHHA
MeJIMYHO1, CTOMATOJIOTI4HOT
abo XipypriuHoi npoueaypu.

610 2 0o 11 poxie, 10-25 ka:

Jo3zy 500 MO (onun
¢nakoH) npenapary CiHpaiis
HeoOXiTHO BBECTH 3a 24
FOUHH 0 MPOBEAeHHSA
MeIUYHOI, CTOMATOJIOTIYHOL
abo xipypriuHoi nporenypu.

Jna pytunHOl npodinakTHKH
Halla/{iB aHrIOHEBPOTHYHOTO
Habpsaky go3y 500 MO (oqun
¢nakon) npenapary Cinpaiiz
HeoOXigHO BBOAUTH KOXHi 3 abo
4 nui.

Jlikap Moske CKOpHUT'YBaTH
iHTepBan BBEJEHHA B
3aJIeKHOCTI BiJl BalIoi peakilii
Ha npenapat CiHpaiis.

BignoBnenns ta MeTo] BBe1eHHS
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[Ipenapar CiHpaii3 3a3BH4aii BBOAUTECS Y BeHy (BHYTpIiIIHLOBEHHO) JlikapeM abo meacecTpor. Bu abo Bam
JlOrIA/Aa4 TakoXk Mo)KeTe BBOAHTH npenapar Cinpaii3 y BUIIAAi iH'€KUii, ane TiABKH IMICJIA MPOXOKEHHS
BiAMOBINHOI mifroroBky. SIkio BH BBoANTe npenapat CiHpaii3 caMoCTiiiHO, 3aBxkau pobiTh 1€ Tak, K BaM
CKa3aB Ball JIiKap. K10 BH B YOMYCh He BIIEBHEHI, IPOKOHCYJILTYHTECH 31 CBOIM JikapeM. SIKIIO Barl Jikap
BUPIILMTE, 110 BH MOXKETE IIPOXOIUTH JIIKyBaHHS BJIOMa, BiH HAaJlaCTh BaM JOKIa/Hi iHCTpyKuil. Bu moBuHHi
OyzeTe BECTH WIONIEHHMK, 1100 JIOKYMEHTYBATH KOXHE BBe/JeHHs, 3po0iieHe BIOMA, | MPUHOCHTH H0ro Ha
KOJKeH 3 BalllMX Bi3UTIB 0 Jikaps. [[ns 3abe3neueHHs MOAANBIION0 HANEKHOro BBeIeHH: Oyjie MPOBOIMTHC
peryispHa repeBipKa Ballol/Balloro A0IA1a4a TeXHIKY BBEIEHH .

Skmo y Bac € OyAp-fiki J101aTKOBI MUTAHHS IOJI0 BUKOPHUCTaHHS OO MpEnaparty, 3BEPHITBCA 10 CBOTO
nikaps abo (apManenta.

4.  Moxiangi nodiuni epexrn

Ax i Bci mikapeeki npenapaTtu, CiHpaii3 MoXe BHKIHKATH NMOGIUHI e()eKTH, X04a BOHM NPOABIAIOTECA HE Y
BCIX.

Cepen HUX MOXKYTh OYTH allepridti peaxiii.

Heraiino moBifioMTe CROro JiKaps, AKIIO BU BiguyBaeTe OYAb-AKi 3 HACTYHUX CHMIITOMIB MiCIs TpUitoMy
LBOro mpenapary. Xo4 Li CHMITOMH 3YCTPi4alOThCA [JOBOJII Pi/IKO, BOHH MOKYTh OYTH TAXKKHMHU.

PanToBi Xpunu, yTpyJHeHe ANXaHH:A, HAOPAK MOBIK, 001m4us abo ry6, Bucun abo ceepbix (0co6IHMBO Ti, 1m0
BpAKAl0Th BCE TLJIO).

Ilob6iuni edexTu, N0 3yCTPiMAKOTHCS AYVKE YACTO (BHHUKAIOTE ¥ O1mbmn Hix 1 3 10 mamieHTiB): roloBHHiA OITh,
HYIOTa.

Ilo6iunHi edexTH, 1m0 3ycTpivaroThes HacTo (BUHHMKAWTE vy | 3 10 maumieHTi): mijBHINEHA YyTIHBICT,

3amaMOpOoYeHHs, OMOBOTA, BUCHIL, cBepOiK abo No4epBOHiHH, BUCHI ab0 611k B MicIli BBEIeHHS, rapsdka.

ITo6i4Hi edekTn. 10 3yCTPiYaArOTECA PiIKO (BHHHKaKOTE y 1 3 100 mamieHTiB): BUCOKHIl piBEHB IyKpPY B KPOBI,
YTBOpEHHA TPOMOIB, BEHO3HHI 0iNb, NPHUIIINB, Kallelb, OiIb Y KUBOTI, Jiapes, JIylueHHs WKipH, Habpsak i 611
cyrno6iB, M'a30BHii 611k i TUCKOMOPT Y rpyasx.

OuikyeThbes, 1o nobiuni edexTn y aiteit i mamiTkiB GyayTs Taki X, AK i y AOpOCIHX.

Ilosigomirenna npo modivuHi cexTH

V pasi BUHHKHEHH:A Oy/Ib-AKHX NOOIYHHX e)eKTiB, 3BePHITHCA 0 CBOrO Jikaps abo meacectpu. Lle Brmovae
Oyab-Aki MOXUIHBI MOGivHI edeKTH, He BKa3zaHi B [[bOMY JIMCTKY-BKJIAAuIIi. BU Takox MOXETe IOBiOMUTH
npo nodiyHi edextn OGesmocepenHro Heped HauioHanbHy cucTeMy 3BiTHOCTI, 3a3HadeHy B Jlomatky V.
IMosinomsaroun npo nobidHi edeKTr, BH MOXkeTe AOMOMOITH HAJ[aTH [A0JATKOBY iH(popMaLio npo Gesrnexy
LILOTO JIIKAPCLKOTo Mpernapary.

5. Hx 36epiraTtu npenapat Cinpaiis

36epiraTy el TikapchbKUi Npenapar B HeAOCSHKHOMY IS AiTel MicIIi.

He BukopucrosyBatu npenapar CiHpaii3 micns 3akiHUeHHs TepMiHy NPHAATHOCTI, BKa3aHOT0 Ha yIakoBli abo
(nakonax micna cris “Bakurn 10". 36epiraT npu temmeparypi He Buute 25 °C. He 3amoposkyBath. 36epiratu
B OpMIiHaJIbHIN YIIAKOBI 4714 3aXUCTY BiJl CBITIIA.

Po3unn npenapary CiHpaii3 HeoOXiHO BBOIUTH 0Jpa3y I1ic/is BiIHOBJIEHHS.

He Bukupaiite ﬂlKapCbKI 3ac00H B CTigHi BoOH 200 3 MOOYTOBUMH BiJXO/1aMHU. 3aHHTaHTB CBpro anpmaueBTa‘
KyIW BAKMHYTH KK, SKi BH OiNTbIe He BUKOpHCTOBYETe. Lle monomoske 3axucTHTH ,aosmm(x
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6. BmicT ynakosku Ta iHma inpopmanis
Ckanapg npenapaty Cinpaiis

AKTHBHOIO pedJoBHHOIO € iHTiGiTop C1, orpuManuii 3 miazMu joHopis. KoxHUEA (1akoH 3 MOPOIIKOM MICTHTD
500 MO inri6itopa C1. ITicna BigHoBICHHA oiH duiakoH MicTuTh 500 MO inriGitopa C1 (Jnoaunu) Ha 5 mi,
1o BiAnoeigac koHUeHTpalii 100 MO/mi. [Iga duakosu BigHoBieHoro npenapaty Cinpaiiz mictats 1000 MO
inridiTopy Cl (moaunn) na 10 mu1, wo signosinae koruenTtpaii 100 MO/mi.

3araneHHil BMicT Oinka y BiTHOBJIEHOMY PO34HMHI CTAHOBHUTE 15 & 5 Mr/mi
Onna MO exriBaneHTHa KinbkocTi iHriditopy C1, IpHCyTHROrO B | M1 HOpMaIbHOT TIOACEKOI IIa3MH,

Inini iHrpenienTH (JOMOMIXKHI peyOBHHH):

(DJ1aKoH 3 MOPOLIKOM: HATPikO XJIOPH/, caxaposa, HaTpiro uuTpar, L-sanin, L-ananiun i L-rpeonin. J{uB. po3ain
2).

@d1akoH 3 POZYHHHUKOM: BOJA [UIA iH'€KIiii.

Buruasag npenapaty CiHpaii3 i BMicT ynakoBKH.
Cinpaiiz — e 6i1Hii TOPOIIOK, 110 MICTHTECA Y (ITAKOHI.
[Micnsa posunHeHHs y BOMI I iH'€KLIH pO34YHH cTa€ MPO30puM i Oe3dapBHEM abo cTae JieAb OIaKUTHHM.

KosHa ynakoBka npenapaty CiHpaii3 MiCTHTB!

2 durakonu nopomwky Cinpaiis 500 MO ans npUroTyBaHHS po3YHHY JUid iH'ekuil
2 thrakoHM BoaM JUIs iH'€KLIH (5 MII B KOKHOMY)

2 mpucTpoi AN nepeHeceHHs 3 (iETpoM

2 oxHopa3oBi mmpuia od'eMoM 10 M

2 Habopu 1 BeHeIyHKILT

2 3axMCHi KUTUMKH

Jl114 BBeIeHHS NIpenapaTy BUKOPUCTOBYIiTe WNpPHI] 0e3 CHIIIKOHY (BXOAUTH B KOMILIEKT [TOCTABKH).
BaacHuk peecTpaniiiHOro NoceigyeHHs i BUPOOHHUK:

BaacHuk peectpaniiiHoro noceigueHHs
Iaiiep Cepsices BVBA (Shire Services BVBA)
Pro Monrotiiep 47

B — 1000 Bproccens bensris
medinfoeuceemea@shire.com

Bupob6uuk

ITaiiep Intepremnn Jlaficensinr B.B. (Shire International Licensing B.V.)
Crparidckunaan 481

1077 XX AmcTepiam

Hinepnannu

JlaTa 0CTAHHLOIO Mepersgy bOT0 JHCTKA-BKIATHINA

Inmi pkepena ingopmanii

JertaneHa iH(opMalis Opo Lei Jiikapchbkuif npenapar posmilieHa Ha BeO-caiiti €Bpomeiickkol areduii 3
niKapceKHX 3aco6iB: http://www.ema.europa.ew/. TaM Takoxk € NOCHIAHHA HA iHIII BeO-caiiTi npo piakicHi
3aXBOPIOBaHHA i X JKyBaHHS. g

Hactynna indopmatiis npi3HadeHa TUTBKH JUIA MEIUYHHX MPaL[iBHHKIB:

BijnosneHHs i BBeieHHs npenapaty CiHpaiiz

W/
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BinHOBNeHHs, BReJIEHHA Npenapaty Ta poboTta 3 HabopoM /s BRE/IEHHS | FONKaMH MOBHHHI NPOBOIHTUCE 3
obepexHiCcTIO.

BukopucToByiiTe abo mpHCTpiii AN MepeHeceHHs 3 (ilbTPOM, 1O BXOIHTL B KOMIUIEKT noctasku Cinpaiis,
a0 HafSRHY B MPOJAXKY ABOCTOPOHHIO T'OJIKY.

Ins BBENICHHA MpenapaTy BUKOPHCTOBYITE WINpHILL 6e3 CUIIIKOHY (BXO/UTH B KOMIUIEKT MOCTABKH).

llpuzomyeanns ma o6pobra

INpenapar Cinpaii3 mpu3Ha4eHuit 18 BHYTPIIIHEOBEHHOTO (Y BEHY) BBEICHHS MiC/IA BIHOBIEHHA BOIOK 171
1H'eKIIH.

®nakoH 3 npenaparom CiHpai3 npu3HaYeHHi TiIBKH /A OIHOPa30BOTO BUKOPHCTAHHA.

lIpuzomysanns 6iOH06IEHO20 PO3UUHY

s nosu 500 MO: IToTpibHi onquH (IakoH NOpoIIKY, | (hrakoH po3urMHHUKA, | IPHCTPIi 1714 MepeHeceHHs 3
dbineTpoMm, 1 omHopazoBmii mmpuy o6'emoM 10 mu, 1 HaGip s BeHenyHkuii i 1 3aXMCHMI KHIMMOK.
36epiraiite iHIMii dakoH Ta 06MaNHAHHS IS BBEIEHHS HACTYIIHOT JO3H.

s nosu 1000 MO: Iotpi6Hi aBa ¢uakoHH 10poLIKY, 2 GprakoHH PO3UMHHUKA, 2 PHCTPOT 1A MIepeHeCeHHs
3 GinsTpoM, 1 ogHopaszoBuil mnpui 06'emMom 10 mit, 1 HaGip ia BeHenyHKLi i | 3aXMCHUN KHITUMOK.

KosxkeH akoH npoayKTy HeoOXiIHO BiJIHOBUTH 3a JOMOMOIOK 5 MJT BOIH JJIA iH'€KILii.

Opun ¢nakoH BigHOBneHoro mpemapary CiHpaii3 Bimosizae 103i, mo cranoButs 500 MO. Tomy s
orpuManHs 1034 500 MO HeobxigHO BiAHOBHTH TiNBKU OAMH (rakoH npenapary Cinpaiis.

JlBa ¢nakonu BigHOBneHoro mpemnaparty CiHpaii3 BigmoBifawoTh 703i, uo cranosute 1000 MO. Tomy ans
ojiepkanna 1034 1000 MO xomb6iHy10TE 1Ba hrakoHH.

1. ITpuroTyBaHHs CJIiJI IPOBOJUTH HA KHIMMKY, IO BXOJUTb B KOMIUIEKT OCTABKH, | BAMHTH PYKH Nepejl
BUKOHAHHAM HaCTYMHUX MPOLEIyp.

2 ITix qac npouexypy BiJHOBJIEHHS CIIiJl JOTPUMYBATHCH MIPABHJ ACENTHKH.

3 I[Tepekonaiitecd, mo (rakoH 3 NOpOWIKOM i (IAKOH 3 POZUMHHMKOM 3HAXOIATHCA NPH KiMHATHIi
Temneparypi (15 °C — 25 °C).

4. Bigipsati eTHKeTKY ()1akoHY 3 IOPOIIKOM 3ipBaBLIH MephopoBaHy CTPIUKY, MO3HAYECHY NEPEBEPHYTHM
TPUKYTHHKOM.

5. 3HATH [UIACTUKOBI KOBNAYKH 3 (DIAKOHIB 3 HOPOLIKOM Ta PO3YHHHHKOM.

6. OuHCTUTH KOPKH JIe3iHDIKYIOUHM TaMIIOHOM i JaTH iM BUCOXHYTH NEPe.] BAKOPHCTAHHAM.

7. 3HATH 3aXHCHE NOKPHTTA 3 BEPXHBOI YaCTHHH YIIaKOBKH MPHCTPOIO [UIA NepeHecenHs. He ¢ BuiiMaru

NPUCTPili 3 YIAKOBKH.

8. [TpumiTka: wWo6 miATPUMYBaTH BakyyM Y (p1akoHi 3 HOPOLIKOM IIPHCTPIii AT MepeHeceHHs Heo0XiIHo
CIOYATKy NPHKPINHTH A0 (JlakoHy 3 PO3YMHHHKOM, @ NOTIM 10 (rakoHy 3 mopoikoM. [ToMmicTHTH
(1aKkoH 3 PO3YMHHMKOM Ha IIOCKY MOBEPXHIO | BCTABUTH CHHIM KiHellb IPUCTPOKO /Iis TIEpEHeCceHH  y
(h1aKoH 3 pO3YMHHMKOM, HATUCKAIOUM BHU3 [0 THX Iip, MIOKH WIHI HE MPOHHUKHE uepes LUEHTP KOPKY
(1akoHy 3 pO3UMHHHKOM i IPHCTPiii He 3adikcyeTbes Ha Micui. ITpucTpiii ans HepeHEQEHMJHEQE§IﬂHO
BCTAHOBHTU BEPTUKAIILHO JI0 TIPOKOJIY KOPKY. %




9.

10.

11.

12.
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Buiinati npucTpiil U4 mepeHeceHHs 3 YNAKOBKH | BUKMHYTH ii. He TopkaTHcs BiKpHTOTO KiHIA
MIPHCTPOIO [T IEPEHECEHHS.

IMocTaBuTy (nakoH 3 MOPOLIKOM Ha IUIOCKY MOBEPXHIO. [lepeBepHyTH MpHCTPiil Ans nepeHeceHHs i
(naKoH 3 PO3YMHHUKOM, IO MiCTUTE BOAY JUIS iH'EKWii, i BCTABHTH NPO30pHil KiHelb IPUCTPOO /1Id
IepeHocy y GJIakoH 3 NOPOLIKOM, HATUCKAIOYH BHH3 J0 THX Iip, MOKH LIKI He POHHKHE B YMOBHiA
KOPOK i IIPHCTPiil Ans nepeHeceHH: He 3adikcyeThes Ha Micui. [IpucTpiii Ana mepeHeceHHs HEOOXiIHO
BCTAHOBMTH BEPTHKAJIBLHO JIO NIPOKOJTY KOPKY (TakoHy 3 MopomkoM. BakyyM y (iakoHi 3 nopomkom
CIIPUYHHHUTE TIOTPANIAHHA 10 HBOIO PO3YMHHHMKA. He BHKOPHCTOBYBATH Mpenapar, sKio y ¢iakoHi
BIJICYTHIH BaKyyM.

Jlerensko 360BTaTH (h1akoH 3 MOPOIIKOM, TIOKM BECh MOPOLIOK He Po3uMHMTHCA. He cTpymryBaTH
¢u1akoH 3 MOpolIKoM. BNeBHUTHCE, IO Bech MOPOIIOK MOBHICTIO PO3YHHUBCH.

Bin'ensarty ¢nakoH 3 po3dMHHUKOM, NOBEPHYBIOM HOTro MPOTH ronHHHnKOBm o
TPO30PHil KiHEWk MPUCTPOIO JUIA MepeHeceHHs 3 (akoHa 3 MOponIKoM.
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OmnH ¢rnakor BigHoBNeHoro npemapaty Cinpaiis mictute 500 MO iuri6itopy C1 B 5 M, mo Bimmosizae
koHUeHTpawii 100 MO/mn. Skmo nanienty neodxigno eectu 500 MO npenapary, To MOKHa IEPEXOAUTH 10
BBE/ICHHA.

Hus opepxanns oauiei 1o3u (1000 MO/10 M) HeobxiaHo BigHOBMTH ABa (rakonu nopomky Cinpaiis. Jlns
ILOro NOBTOPITh BUILEHABE/EHI iHCTPYKLIi 3 1 mo 12, BHKOPHCTOBYIOUH J0OJATKOBY YNAKOBKY, IO MICTHTh
MPUCTPIH /U4 NEPeHECEHH s, ANA BiTHOBIEHHA Apyroro ¢rakoHy 3 nopowkom. [ToBTOpHE BUKOPHCTaHHA
NPUCTPOIO /LA NlepeHeceH s 3a00poHeHe. ITica BiTHOBIEHHS JBOX (MIaKOHIB MOKHA IEPEXOIUTH JI0 MIPOLIECY
BBeZieHHs no3u 1000 MO.

IIpoyec seedenns dozu 500 MO

1. ITix wac npoueaypH BBeeHHS HEOOXIAHO JOTPUMYBATUCE [1paBU/ ACENTHKH.

2 Ilicns BigHOBNEHHs po3uuHy npenapaty CiHpaiis € 6e36apBHuME a0 CBITIIO 61aKUTHUMH i TPO30OPHMH.
He BukopucTOBYBaTH Npenapar, AKIIO PO3YHHH MyTHi aGo 3HeGapBiieHi.

3. B3aTi cTepuiibuuil 0HOpa3oBHit MIpUIl eMHicTIO 10 MiI, BITATHYTH MOpIIEHS Ha3aj, 06 B IIIPHII

Habpanocs NMpUOIH3HO 5 MIT MOBITPA.

i\

4. IlpukpiniTh WNIpHI 10 BePXHBOT YACTHHH MPO30POTO KiHIA MPHCTPOKO A EPEHECEHHS, TOBEPHYBIITH
AOro 3a rOIMHHHKOBOK CTPIIKOFO.

3. OGepexkHo mnepeBepHyTH (akoH, BBECTH MOBITPA B PO3UMH i micis LBOTO MOBiMEHO HaGpath
BiJHOBIIEHHii po3uuH npenapaty CiHpaii3 B wnpuiy.
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Big'ennatn mnpui Bin ¢nakoHa, NMoBepHyBIIM HOTO MPOTH TOAWHHUKOBOI CTPUIKM i 3HSABIIM 3
[PO30POro KiHi NPUCTPOID 1T IepeHeceHH .

Ilepen BBeneHHAM HEOOXiaHO MepeBipUTH BiHOBNeHHMHT po3unH mpenapary CiHpail3s Ha HasBHiCTH
TBEPJIMX YACTOYOK; HE BUKOPHCTOBYBATH B pa3i iX HAABHOCTI.

[Tpuennatn Habip JUIs BeHeNyHKUIl 40 LINpHLA, IO MICTUTH po3uuH npenapaty CiHpaiis, i BBecTH
BHYTpIlIHEOBEHHO (y BeHy) nmauienty. IIpenapar Ciupaiis B 1o3i 500 MO (BinHoBneHuil B 5 M1 BOIH
AUts 1H'eKLii) BBOAATE BHYTPilIHBOBEHHO 31 INBUAKICTIO | MIT 32 XBHIMHY NPOTATOM 5 XBHJIHH.

IIpoyec egedenns dozu 1000 MO

1.
2,

ITix yac npoueaypH BBeCHHS HEOOXIHO JOTPUMYBATHCh MPABMII ACENTHKH.

[licns BigHOBNEHHA po3urHy npenapary CiHpaiis € 6e30apBHIMHE a0 CBIT/IO 61aKUTHUMY i IIPO30OPUMHL.
He BukopHcTOBYBaTH Npenapar, KO pO34HHE MYTHI a00 3HeGapBieHi.

B3dTH cTepuiibHUii 0HOPa30BHI WINPHI EMHICTIO 10 MJI, BIATATHYTH MOpLIEHB HA3a/l, 100 B IIMPHUIL
Habpanocs NpUOTU3HO 5 MII TOBITPA.

N AN
f@

TIpMKpiMiTh WP 10 BEPXHEOT YACTHHH IIPO30POr0 KiHI MIPUCTPOIO /1S EPEHECEHHs, TOBEPHYBIIH
HOro 3a roJlIMHHUKOBOIO CTPINKOKO,
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5 ObepexHo mnepeBepHYTH (JIakoH, BBECTH IOBITPA B PO3YMH i MICIsS IBOrO MOBINEHO HaGparu
BiJIHOB/IeHNMH po3unH npenapaty CiHpaii3 B WINPHLL.

6. Big'eanat wmmpun Big ¢iakoHa, MOBEPHYBIIH HOro NMPOTH TOJMHHHUKOBOT CTPINKM i 3HABIIM 3
NPO30pPOro KiHIA IPUCTPOIO TSk IepeHeCeHH .,

e Bukopucrosyroun Toif camuil InNpHI| HOBTOPUTH eTamu 3-6 ouA Apyroro (IAKOHY BiJHOBIEGHOIO
npenapaty Cinpaiis, mod oTpuMaru nosHy a03y 10 mi.

8. [Tepen BBeJeHHAM HEOOXiZAHO IEPEBIPUTH BiXHOBNEHWH po3uHMH npenapary CiHpaiis Ha HasBHICTB
TBEPJMX YACTOYOK; He BUKOPHCTOBYRATH B pa3i X HasBHOCTI.

9, [IpuennaTi HaGip Juld BeHeNyHKUIT 40 LINpHuA, 10 MICTHTH po3uMH npenapary CiHpaiis, i BBeCTH

BHYTPIIIHBOBEHHO (Y BeHY) nauniexty. ITpenapar Cinpaiiz B qosi 1000 MO (sigHosnenuii 8 10 i Boau
A7 iH'ex11iil) BRBOAATE BHY TPIITHBOBEHHO (Y BEHY) 31 INBHAKICTIO 1 MJI 33 XBUIIMHY npoTAroM 10 XBHIHH.

Bynp-sxuii HeBuKOpHCTaHMil Tikapchkui 3aci6 abo BiAX0AM MOTPIGHO yTUIII3yBaTH BiANOBIAHO 0 MiCLEBHX
BHMOT.




