THCTPYKILiS PO 3aCTOCYBAHHSA JIKAPCHKOI0 3200y

200 indopmauist HPo 3aCTOCYBAHHSA JTiIKAPCHKOro 3aco0y,
3aTBEP//KeHA 3TriIHO 3 HOPMATHBHUMHU BUMOIaMH KpalHU
3agsuuka/Bupoonuka ado KkpaiHH, peryIsTOPHUIN OPraH Kol
KepYyEeThCsl BUCOKHMH CTAHAAPTAMHU AKOCTI, 10 BIAMOBIIAIOTH
cranaapram, pekomernaosanum BOO3,

Ta/a00 3riHo 3 pe3yJabTaTaMyu KJIIHIYHUX BUIIPOOYBAaHb,
BHKJIAAEHA MOBOIO BiAMOBIAHO 10 BUMOTI 111010 MOBH,
BH3HAYEHHUX a03aL0M APYTHM YaCTHHH TPEThOI cTaTTi 26
3akony Ykpainu «IIpo 3acaamn 1ep:;kaBHOI MOBHOT NOJIITHKI.




QN
Jlyist TpOBeJIeHHs eKCTIePTU3H 11010 aBTEHTHIHOCT] peecTpaii HHIX MarepiasiB el
HA/IA€ThCSI, 3aTBEPI)KEHA 3T1IHO 3 HOPMATHUBHUMM BUMOTaMHu KpaiHu
3asBHUKa/BupobHuka — [Tarmil - peryIaTopHUH OpraH KOl KepYEThCA BUCOKMMH
CTaHIapTaMH SIKOCTI, L0 BIANOBIAAKTH CTaHAAPTaM, PEKOMEHI0BAHUM BOO3,
[HopMallis IO 3acTOCYBaHH JikapchKoro 3acody (JIneTok-BKianm:

Indopmanis AJ1s KOpHCTYBay4a) iTalifCBKOI MOBOIO Ta @HIJIIHCHKOI0 MOBOIO.

KosHa yrakoBka (kopobka 3 KapToHy) 3 Jikapchkum 3acobom EMOKJIOT,
SIKMIL T JUISrae 3aKyIiBii BiAMOBIAHO 10 YKJIaJ€HUX KOHTPAKTIB 32 pe3ysbTaTaMu
3aKyIiBeNbHOI MPOLELYPHU, TPOBEICHOI CIIelliai30BaHo0 OpraHi3alicio, sKa
3iiicHtoe 3aKymiBmi - IIporpamoto possutky Opranizanii O6’exnannx Harlifi
(ITPOOH), MicTuTh JIucmox-exkaaouus: Ingpopmayis 01 KOpucmyeaia

AHIJIIUCHKOKO MOBOIO.
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FOGLIO ILLUSTRATIVO: INFORMAZIONI PER L’UTILIZZATORE

EMOCLOT 500 UI/10 ml Polvere e solvente per soluzione per infusione
EMOCLOT 1000 UI/10 ml Polvere e solvente per soluzione per infusione

Fattore VIII della coagulazione del plasma umano

Legga attentamente questo foglio prima di usare questo medicinale perché contiene importanti
informazioni per lei.

- Conservi questo foglio. Potrebbe aver bisogno di leggerlo di nuovo.
- Se ha qualsiasi dubbio, si rivolga al medico.

- Questo medicinale & stato prescritto soltanto per ler. Non lo dia ad altre persone, anche se i sintomi
della malattia sono uguali ai suoi, perché potrebbe essere pericoloso.

- Se si manifesta un qualsiasi effetto indesiderato, compresi quelli non elencati in questo foglio, si
rivolga al medico o al farmacista.

Contenuto di questo foglio:

I3 Che cos'e EMOCLOT e a che cosa serve

2 Cosa deve sapere prima di usare EMOCI.OT
3 Come usare EMOCLOT

4. Possibili effetti indesiderati

S Come conservare EMOCLOT

6

Contenuto della confezione e altre informazioni

1: Che cos’¢ EMOCLOT e a che cosa serve

EMOCLOT ¢ una soluzione di fattore VIII della coagulazione del sangue derivato da plasma umano.
I1 fattore VIII ¢ una proteina che ha un’azione antiemorragica.

EMOCLOT si usa nelle seguenti terapie:

» nel trattamento e nella prevenzione delle emorragie in pazienti affetti da una deficienza ereditaria
dell’attivita del fattore VIII (emofilia A);

« nel trattamento delle emorragie in pazienti con una deficienza dell’attivita di fattore VIII
secondaria ad altre malattie;

« nel trattamento di pazienti emofilici che hanno sviluppato degli anticorpi contro il fattore VIII
(inibitori).

% Cosa deve sapere prima di usare EMOCT.OT
Non usi EMOCLOT

* se ¢ allergico al fattore VIII umano o ad uno qualsiasi degli altri componenti di questo
. q g p q
medicinale (elencati al paragrafo 6).
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Avvertenze ¢ precauzioni

Sirivolga al medico prima di usare EMOCLOT.

Reazione allergica

Sono possibili reazioni di ipersensibilita di tipo allergico con EMOCLOT.

EMOCLOT contiene tracce di proteine umane diverse dal fattore VIII. Se durante la somministrazione
del prodotto lei nota qualcuno dei sintomi elencati di seguito deve interrompere immediatamente la
somministrazione e contattare il suo medico perché questi sintomi potrebbero essere i primi segni di
una reazione allergica. I sintomi che si possono manifestare sono: orticaria, orticaria generalizzata,
senso di costrizione toracica, respiro sibilante, abbassamento della pressione del sangue e reazione
allergica anche grave.

In caso di shock devono essere seguite le linee guida standard relative allo shock.

Inibitori

Nel trattamento di individui con emofilia A si pud avere una complicazione dovuta allo sviluppo di
anticorpi che neutralizzano il fattore VIII (inibitori). C’¢ una maggiore probabilita che gli inibitori si
sviluppino all’inizio del trattamento entro i primi 20 giorni di esposizione, mentre ¢ raro che si
possano sviluppare dopo i primi 100 giorni di esposizione.

Dopo il passaggio da un prodotto a base di fattore VIII ad un altro sono stati osservati casi di inibitori
ricorrenti (a basso titolo) in individui precedentemente trattati con piu di 100 giorni di esposizione €
con una anamunesi pregressa di sviluppo di inibitori, percid questi individui devono essere controllati
attentamente per il manifestarsi di inibitori a seguito di qualsiasi cambio di prodotto.

Durante il trattamento lei deve essere attentamente controllato per la possibilita di sviluppo degli
inibitori e deve essere sottoposto ad appropriata osservazione clinica ed esami di laboratorio.

Se i livelli di attivita plasmatica di fattore VIII attesi non sono raggiunti, o se I’emorragia non
é controllata con una dose appropriata, deve essere eseguito un esame per la presenza di
inibitori del fattore VIIIL. In pazienti con alti livelli di inibitore, la terapia con fattore VIII puo
non essere efficace ed altre opzioni terapeutiche devono essere prese in considerazione. 1l
trattamento di tali pazienti deve essere diretto da un medico con esperienza nel trattamento
dell’emofilia e degli inibitori del fattore VIII.

Complicanze legate all 'uso di catetere

Se ¢ richiesto un dispositivo di accesso venoso centrale, deve essere considerato il rischio di
complicanze legate al dispositivo, incluse infezioni locali, batteriemia ¢ trombosi nel sito del catetere.

Sicurezza virale

Quando i medicinali sono preparati da sangue o plasma umano, sono messe in atto specifiche misure
per prevenire la trasmissione di infezioni ai pazienti. Queste misure includono:

e un’attenta selezione dei donatori di sangue e di plasma per assicurare che i donatori
potenzialmente infetti vengano esclusi;

o il controllo di ogni donazione e pool (insieme di piu donazioni) di plasma per evidenziare
eventuali presenze di infezioni/virus;

» [Pintroduzione nella lavorazione del sangue e del plasma di alcuni passaggi capaci di inattivare o
rimuovere i virus.

Nonostante queste misure, quando si somministrano specialita medicinali preparate da sangue o

plasma umano la possibilita di trasmissione di agenti infen;‘,\(i,gog} puo essere totalmente esclusa. Cid
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vale anche per virus, o altri tipi di agenti infettivi, emergenti o sconosciuti. Le misure prese sono
considerate efficaci per i virus con involucro lipidico come il virus dell’immunodeficienza umana
(HIV), il virus dell’epatite B (HBV), il virus dell’epatite C (HCV) ed il virus dell’epatite A (HAV),
privo di involucro lipidico. Le misure prese possono avere un effetto limitato contro i virus senza
involucro lipidico come il parvovirus B19. L’infezione da parvovirus B19 pud essere grave in
gravidanza (infezione fetale) ed in individui il cui sistema immunitario & depresso o che hanno alcuni
tipi di anemia (es. anemia falciforme o anemia emolitica).

E’ fortemente consigliato che ogni volta che lei riceve una dose di EMOCLOT, sia il nome che il
numero di lotto del prodotto siano registrati, in modo tale da mantenere la tracciabilita del lotto
utilizzato.

II'suo medico pud consigliarle di prendere in considerazione una vaccinazione contro P’epatite A ¢ B
se lei riceve regolarmente/ripetutamente fattore VIII della coagulazione derivato da plasma umano.

Bambini

Non sono disponibili dati specifici per la popolazione pediatrica.

Altri medicinali e EMOCLOT

Informi il medico o il farmacista se sta assumendo, ha recentemente assunto o potrebbe assumere
qualsiasi altro medicinale.

Non sono state riportate interazioni fra prodotti a base di fattore VIII della coagulazione umano ed altri
prodotti medicinali.

Non sono disponibili dati specifici per la popolazione pediatrica.

Gravidanza, allattamento e fertilita

- Se & in corso una gravidanza, se sospetta o sta pianificando una gravidanza, o se sta allattando
con latte materno chieda consiglio al medico o al farmacista prima di prendere questo
medicinale.

. Non sono stati condotti studi sulla riproduzione animale con fattore VIII. In base al raro
manifestarsi dell’emofilia A nelle donne, dati sull’uso del fattore V11l durante la gravidanza e
I’allattamento non sono disponibili. Quindi, il fattore VIII deve essere usato durante la
gravidanza e [’allattamento solo se chiaramente indicato.

Guida di veicoli e utilizzo di macchinari

EMOCLOT non ha effetto sulla capacita di guidare e di usare macchinari.

EMOCLOT contiene sodio

Questo prodotto contiene fino a 4,1 mg di sodio per ml di soluzione ricostituita (equivalenti a 41 mg
di sodio per flaconcino). Da tenere in considerazione per i pazienti che seguono una dieta a regime
sodico controllato.

3 Come usare EMOCLOT

Usi questo medicinale seguendo sempre esattamente le istruzioni del medico. Se ha dubbi consulti il
medico.
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La dose e la durata della terapia sostitutiva dipendono dalla gravita della deficienza di fattore VIII,
dalla localizzazione ed entita dell'emorragia e dalla sua condizione clinica.

Trattamento su richiesta

La quantita di medicinale e la frequenza delle somministrazioni che lei deve ricevere devono essere
stabilite in base alla sua risposta clinica.

Prevenzione

er la prevenzione a lungo termine delle emorragie in pazienti con grave emofilia A le dosi usuali
sono da 20 a 40 Ul (Unita Internazionali) di fattore VIII per Kg di peso corporeo a intervalli di 2 -3
giorni. In alcuni casi, specialmente per i pazienti pili giovani, possono essere necessari intervalli
terapeutici piu brevi o dosi piu elevate.

Lei deve essere attentamente controllato per il possibile sviluppo di inibitori del fattore VIII mediante
opportune osservazioni cliniche ed esami di laboratorio.

Durante il corso del trattamento, & richiesta una determinazione appropriata dei livelli di fattore VIII
per regolare la dose e la frequenza di infusioni ripetute. In particolare nel caso di grandi interventi
chirurgici & indispensabile che le sia controllata precisamente la terapia sostitutiva per mezzo di analisi
della coagulazione (attivita plasmatica del fattore VIII).

Uso nei bambini

La sicurezza e I’efficacia di EMOCLOT nei bambini di eta inferiore ai 12 anni non sono state ancora
stabilite. Per gli adolescenti (12-18 anni) la posologia per ciascuna indicazione ¢ data per peso
corporeo.

Maggiori informazioni in merito al dosaggio ed alla durata della terapia sono inserite alla fine
del foglio illustrativo nella sezione riservata ai medici o agli operatori sanitari.

Istruzioni per un uso corretto
[l prodotto deve essere somministrato per via endovenosa, per iniezione o infusione lenta.

Si raccomanda nel caso dell'iniezione endovenosa un tempo di somministrazione compreso tra 3 € 5
minuti, controllare il polso e interrompere o diminuire la velocita d'iniezione se la frequenza del polso
aumenta.

La velocita di infusione deve essere valutata per ogni singolo paziente.

Devono essere usati solo i dispositivi per I’iniezione/infusione acclusi alla confezione, in quanto si puo
avere un fallimento del trattamento perché una parte del fattore VIII puo rimanere sulle pareti di alcuni
dispositivi.

Incompatibilita: in assenza di studi di compatibilita, EMOCLOT non deve essere mescolato con altri
prodotti medicinali.

Ricostituzione della polvere con il solvente:
1. portare la polvere ed il solvente a temperatura ambiente;
togliere le capsule di protezione dei flaconcini di polvere e di solvente;

pulire con alcool le superfici dei tappi dei due flaconcini;

:D-La)l\)

aprire la confezione del dispositivo togliendo la parte superiore; fare attenzione a non toccare
’interno (fig. A);
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non rimuovere il dispositivo dalla confezione;

capovolgere la scatola del dispositivo ed inserire il puntale in plastica attraverso il tappo del
flaconcino di solvente in modo che la parte blu del dispositivo sia collegata al flaconcino del
solvente (fig. B);

afferrare il bordo della scatola e sfilarla liberando il dispositivo senza toccarlo (fig. C);

assicurarsi che il flaconcino contenente la polvere sia posizionato su un piano d’appoggio sicuro,
capovolgere il sistema in modo che il flaconcino del solvente si venga a trovare sopra il
dispositivo, spingere I’adattatore trasparente sul tappo del flaconcino contenente la polvere in
modo che il puntale in plastica attraversi il tappo del flaconcino della polvere. Il solvente verra
automaticamente aspirato all’interno del flaconcino di polvere (fig. D);

agitare delicatamente in senso orario ed antiorario per pochi secondi (fig.E);

. lasciare riposare la soluzione fino a completa solubilizzazione, non agitare ulteriormente;

. rimuovere il flaconcino del diluente ruotandolo in senso antiorario (fig.F).

fig. B

fig. C fig. D

i

West Pharmaceutical Service, Inc
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Somministrazione della soluzione
Dopo la ricostituzione la soluzione pud contenere pochi piccoli filamenti o particelle.

Il prodotto medicinale ricostituito deve essere ispezionato visivamente prima della somministrazione

per individuare corpuscoli o cambiamenti di colore. La soluzione deve essere limpida o leggermente

opalescente. Non usare soluzioni torbide o che presentano depositi.

1. Riempire d’aria la siringa tirando indietro lo stantuffo, collegarla al dispositivo ed iniettare I’aria
nel flaconcino contenente la soluzione (fig. G);

2. tenendo fermo lo stantuffo, capovolgere il sistema in modo che il flaconcino contenente la

soluzione si venga a trovare sopra il dispositivo ed aspirare il concentrato nella siringa tirando
indietro lo stantuffo lentamente (fig. H);

3. scollegare la siringa ruotandola in senso antiorario;

4. ispezionare visivamente la soluzione nella siringa che dovra presentarsi limpida o leggermente
opalescente, priva di corpuscoli;

5. infondere od iniettare lentamente per via endovenosa.

fig. G

West Pharmaceutical Service, Inc.

Se usa piu EMOCLOT di quanto deve
Le conseguenze di un uso eccessivo del prodotto non sono note.

In caso di ingestione/assunzione accidentale di una dose eccessiva di EMOCLOT, avverta
immediatamente il medico o si rivolga al pit vicino ospedale.

Se ha qualsiasi dubbio sull’uso di EMOCLOT, si rivolga al medico.

4, Possibili effetti indesiderati

Come tutti i medicinali, EMOCLOT pud causare effetti indesiderati, sebbene non tutte le persone li
manifestino.

Se si presenta uno di questi effetti indesiderati, contatti immediatamente il medico o si rivolga al
piu vicino ospedale:

e Reazioni allergiche (ipersensibilita) gravi: rapido gonfiore della pelle e delle mucose
(angioedema). Tale effetto indesiderato & stato osservato raramente e in alcuni casi puo portare a
gravi reazioni allergiche acute (anafilassi) compreso lo shock.
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e Pazienti con emofilia A possono sviluppare anticorpi neutralizzanti verso il fattore VI (inibitori).
La presenza di questi inibitori si manifesta come una insufficiente risposta clinica. In tali casi, €
consigliabile contattare un centro specializzato nel trattamento dell’emofilia.

Altri effetti indesiderati:

e Altre reazioni allergiche (ipersensibilita) possono comprendere:

. sensazione di bruciore ¢ dolore pungente in sede di infusione:

.« brividi, rossore, eruzione cutanea in tutto il corpo (orticaria generalizzata), ponfi;

« mal di testa (cefalea);

. abbassamento della pressione del sangue (ipotensione), irrequietezza, battito cardiaco

accelerato (tachicardia), senso di costrizione toracica, respiro sibilante;

« stato di sonnolenza (letargia);

+  nausea, vomito;

- formicolio (parestesia).
Questi effetti indesiderati sono stati osservati raramente e in alcuni casi possono portare a gravi
reazioni allergiche acute (anafilassi) compreso lo shock.

e Incasirari € stata osservata febbre.

Lffetti indesiderati aggiuntivi nei bambini

Sebbene non siano disponibili dati specifici per la popolazione pediatrica, i pochi dati pubblicati
relativi a studi di efficacia e sicurezza non hanno dimostrato differenze significative tra adulti e
bambini affetti dalla medesima patologia.

Segnalazione degli effetti indesiderati

Se manifesta un qualsiasi effetto indesiderato, compresi quelli non elencati in questo foglio, si rivolga
al medico o al farmacista. Lei puo inoltre segnalare gli effetti indesiderati direttamente tramite il
sistema nazionale di segnalazione all’indirizzo www.agenziafarmaco.gov.it/it/responsabili”.
Segnalando gli effetti indesiderati lei puo contribuire a fornire maggiori informazioni sulla sicurezza
di questo medicinale.

Per informazioni sulla sicurezza riguardo agli agenti trasmissibili vedere il punto 2 “Cosa deve sapere
prima di usare EMOCLOT”.

L Come conservare EMOCLOT

Tenere EMOCLOT fuori dalla vista e dalla portata dei bambini. Non usi EMOCLOT dopo la data di
scadenza che ¢ riportata sull’etichetta e sull’imballaggio esterno dopo “Scad.”. La data di scadenza si
riferisce all’ultimo giorno di quel mese.

Conservare in frigorifero (2°C - 8°C). Non congelare. Tenere il flaconcino nell’imballaggio esterno,
per proteggere il medicinale dalla luce.

Una volta che il contenitore per l'infusione & stato aperto, il contenuto deve essere usato
immediatamente. 11 contenuto del flaconcino deve essere adoperato in una unica somministrazione.

Non getti alcun medicinale nell’acqua di scarico ¢ nei rifiuti domestici. Chieda al farmacista come
eliminare i medicmali che non utilizza pit. Questo aiutera a proteggere Iambiente.

6. Contenuto della confezione e altre informazioni

Cosa contiene EMOCLOT SO 8.0 A
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PACKAGE LEAFLET: INFORMATION FOR THE USER

EMOCLOT 500 IU/10 ml Powder and solvent for solution for infusion
EMOCLOT 1000 1U/10 ml Powder and solvent for solution for infusion

Human plasma coagulation Factor VIII

Read all of this leaflet carefully before you start using 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.

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 leaflet.

In this leaflet:

l.
_ What you need to know before you use EMOCLOT

[08)

1

What EMOCLOT is and what it is used for

How to use EMOCLOT
Possible side effects

How to store EMOCLOT

_Contents of the pack and other information

What EMOCLOT is and what it is used for.

EMOCLOT is a blood coagulation factor VIII solution derived from human plasma. Factor VIIL is a
protein which has an antihemorrhagic action.

EMOCLOT is used for:

treatment and prevention of bleeding in patients with a hereditary deficiency of factor VIII
activity (haemophilia A);

treatment of bleeding in patients with a factor VIII activity secondary to other diseases;

treatment of haemophiliac patients who have developed antibodies against factor VIII
(inhibitors)
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2. What you need to know before you use EMOCLOT
Do not use EMOCLOT

 if you are allergic to human factor V111 or any of the other ingredients of this medicine (listed
in section 6).

Warnings and precautions

Talk to your doctor or pharmacist before using EMOCLOT

Allergic reaction
Allergic type hypersensitivity reactions are possible with EMOCLOT.

EMOCLOT contains traces of human proteins other than factor VIII. During the administration of the
product if you notice any of the following symptoms you should immediately stop the infusion and
contact your doctor because these symptoms could be signs of an allergic reaction: hives, generalized
urticaria, tightness of the chest , wheezing, fall of blood pressure and allergic reaction even severe.

In case of shock. the current medical standards for shock-treatment should be observed.

Inhibitors

In the treatment of patients with haemophilia A, a complication due to the development of neutralizing
antibodies to factor VIII (inhibitors) may occur. The highest risk of developing inhibitors is at the
beginning of treatment within the first 20 exposure days; rarely, inhibitors may develop after the first
100 exposure days. Cases of recurrent inhibitor (low titre) have been observed after switching from
one factor VIII product to another in previously treated patients with more than 100 exposure days
who have a previous history of inhibitor development. Therefore, it is recommended to monitor all
patients carefully for inhibitor occurrence following any product switch.

During the treatment you should be carefully monitored for the development of inhibitors by
appropriate clinical observation and laboratory tests.

If the expected factor VIII activity plasma levels are not attained, or if bleeding is not controlled with
an appropriate dose, testing for factor VIII inhibitor presence should be performed. In patients with
high levels of inhibitor, factor VIIT therapy may not be effective and other therapeutic options should
be considered. Management of such patients should be directed by physicians with experience in the
care of haemophilia and factor VIII inhibitors.

Catheter-related complications

If a central venous access device is required, risk of device-related complications including local
infections, bacteraemia and catheter site thrombosis should be considered.

Viral safety

When medicines are made from human blood or plasma, certain measures are put in place to prevent
infections being passed on to patients. These measures include:

» acareful selection of blood and plasma donors to make sure those at risk of carrying infections
are excluded; :

42



e the testing of each donation and pools (a collection of some donations) of plasma for signs of
virus/infections.

e intraductions of some steps in the processing of the blood or plasma that can inactivate or
remove Vviruses.

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 virus (HBV), hepatitis C
virus (HCV) and for the non-enveloped hepatitis A virus (HAV). The measures taken may be of
limited value against non-enveloped viruses such as parvovirus B19. Parvovirus 1319 infection may be
serious for pregnant women (fetal infection) and for individuals whose immune system is depressed or
who have some types of anaemia (e.g. sickle cell disease or haemolytic anaemia).

It is strongly recommended that every time you receive a dose of EMOCLOT, the name and batch
number of the product are recorded, in order to maintain a record of the batches used.

Appropriate vaccination (hepatitis A and B) should be considered for patients in regular/repeated
receipt of human plasma-derived coagulation factor VIIL

Children

No specific data are available for paediatric population.

Other medicines and EMOCLOT

Please tell your doctor or pharmacist if you are taking, have recently taken or might take any other
medicines.

No interactions of human coagulation factor VIII products with other medicinal products have been
reported.

No specific data are available for paediatric population.

Pregnancy, breast-feeding and fertility

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

- Animal reproduction studies have not been conducted with factor VIII. Based on the rare
occurrence of haemophilia A in women, experience regarding the use of factor VIII during
pregnancy and breast-feeding is not available. Therefore, factor VIII should be used during
pregnancy and lactation only if clearly indicated.

Driving and using machines

EMOCLOT has no influence on the ability to drive and use machines.

EMOCLOT contains sodium

This product contains up to 4,1 mg of sodium per ml of reconstituted solution (corresponding to 41 mg
of sodium per vial). To be taken into consideration by patients on a controlled sodium diet.

3. How to use EMOCLOT et 0N
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Always take this medicine exactly as your doctor has told you. You should check with your doctor if
you are not sure.

Dosage

The dose and duration of the substitution therapy depend on the severity of the factor VIII deficiency,
on the location and extent of the bleeding and on your clinical condition.

On demand treatment

The amount of medicine to be administered and the frequency of administration should be determined
according to your clinical response.

Prevention

For long term prevention against bleeding in patients with severe haemophilia A, the usual doses are
20 to 40 IU (International Units) of factor VIII per kg body weight at intervals of 2 to 3 days. In some
cases, especially in younger patients, shorter dosage intervals or higher doses may be necessary.

You should be carefully monitored for the possible development of factor VIII inhibitors by
appropriate clinical observations and laboratory tests.

During the course of treatment, an appropriate determination of factor V1II levels is required to guide
the dose to be administered and the frequency of repeated infusions. In particular, in the case of major
surgical interventions, precise monitoring of the substitution therapy by means of coagulation analysis
( plasma factor VIII activity) is indispensable.

Use in children

The safety and efficacy of EMOCLOT in children less than 12 years have not yet been established.
For adolescents (12-18 years) the posology for each indication is given by body weight.

More information about the dosage and duration of therapy is reported at the end of this leaflet,
in the section intended for medical or healthcare professional.

Instructions for proper use
The product should be administered via the intravenous route, by injection or slow infusion.

In the case of intravenous injection, it is recommended to observe an administration time of 3 to 5
minutes, checking the pulse rate and interrupting administration or decreasing the speed of injection if
pulse rate rises.

The infusion rate should be evaluated for each patient.

Only the provided injection/infusion sets should be used, because treatment failure can occur as a
consequence of factor V111 adsorption to the internal surface of some equipment.

Incompatibilities: in the absence of compatibility studies EMOCLOT must not be mixed with other
medicinal products.

Reconstitution of the powder with the solvent:
1. bring the powder and solvent to room temperature;
2. remove the protection caps of the powder and solvent vials;

3. clean the surfaces of the stoppers of the two vials with alcohol;
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_11. remove the diluent vial by turning anti-clockwise (fig. F).

fig. B

open the package of the device by peeling away the upper lid; attention should be taken not to
touch the internal part (fig. A).

do not remove the device from the package;

turn the box of the device upside down and insert the plastic spike through the solvent vial stopper
so that the blue part of the device is connected to the solvent vial (fig. B);

hold the edge of the device box and slip out the device without touching it (fig. C);

make sure that the powder vial is placed on a sccure surface, turn the system upside down so that
the solvent vial is on top of the device; press the transparent adapter on the powder vial stopper so
that the plastic spike passes through the powder vial stopper ; the solvent will be aspired
automatically into the powder vial (fig. D);

shake gently clockwise and anti-clockwise for a few seconds (fig. E);

_let the solution stand until completely solubilized, do not further shake;

Administration of the solution -vf\E{_;ﬂ?.iCﬂ}\% b
N
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After reconstitution, the solution may contain a few small filaments or particles.

The reconstituted product should be visually inspected prior to administration to detect particles or
discoloration. The solution should be clear or slightly opalescent. Do not use solutions that are

cloudy or have deposits.

I Fill the syringe with air, pulling back the plunger, connect it to the device and inject air into the
powder vial containing the reconstituted solution (fig. G);

2. keeping the plunger still, turn the system upside down so that the powder vial containing the
reconstituted solution is on top of the device and aspire the concentrate into the syringe by slowly

pulling the plunger back (fig. H);
3. disconnect the syringe by turning it anti-clockwise;

4. visually inspect the solution in the syringe, it should be clear or slightly opalescent, without
particles;

5. infuse or slowly inject intravenously.

West Pharmaceutical Service. Inc.

If you use more EMOCLOT than you should
The consequences of excessive use of the product are not known.

In case of accidental ingestion/intake of an overdose of EMOCLOT, contact the doctor or the nearest
hospital immediately.

If you have any doubt on the use of EMOCLOT, ask your doctor.

4. Possible side effects

Like all medicines, EMOCLOT can cause side effects, althought not everybody gets them.

If you notice any of the these side effects, ask your doctor immediately or contact the nearest
hospital:

. Serious allergic reactions (hypersensitivity): rapid swelling of skin and mucosa (angioedema).
This side effect has been observed rarely, and may in some cases progress Lo serious acute
allergic reactions (anaphylaxis), including shock.

)
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. Patients with haemophilia A may develop neutralizing antibodies (inhibitors) to factor VIII. The
presence of these inhibitors manifests itself as an insufficient clinical response. In such cases, it
is recommended that a specialized haemophilia centre be contacted.

Other side effects:

. Other allergic reactions (hypersensitivity) may include:
«  burning and stinging at the infusion site;
. chills, flushing, skin rash all over the body (generalized urticaria), hives;
« headache;
« fall of blood pressure (hypotension), restlessness, accelerated heartbeat (tachycardia),
tightness of the chest, wheezing;
+ drowsiness (lethargy);
< nausea, vomiting;
« tingling.
These side effects have been observed rarely, and may in some cases progress to serious acute allergic
reactions (anaphylaxis), including shock.
. On rare occasions, fever has been observed.

Additional side effects in children

Although there are no specific data for paediatric population, the few published data related to efficacy
and safety studies have not shown major differences between adults and children suffering from the
same disorder.

Reporting of side effects

If you get any side effects, talk to your doctor or pharmacist. This includes any possible side effects
not listed in this leaflet. You can also report side effects directly via the national reporting system.

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

For information on the safety regarding transmissible agents see section 2 “What you need 1o know
before you use EMOCLOT".

5. How to store EMOCLOT
Keep out of reach and sight of children. Do not use EMOCLOT after the expiry date which is stated
on the label and outer 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. Keep the vial in the outer carton, in order to protect
from light.

Once the infusion container has been opened, the content should be used immediately. The content of
the vial should be used in a single administration.

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 EMOCLOT contains

The active substance is human plasma coagulation factor VIII.
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EMOCLOT EMOCLOT

500 IU/10 ml 1000 1U/10 ml
human plasma coagulation factor VIII 500 1U/vial 1000 [U/vial
human plasma coagulation factor VIII 50 1U/ ml 100 1U/ ml
reconstituted with water for injections (500 1U/10 ml) (1000 1U/10 ml)
volume of solvent 10 ml 10 ml

The potency (IU) is determined using the European Pharmacopoeia chromogenic assay.
The specific activity of EMOCLOT is approximately 80 [U/mg protein.
Produced from the plasma of human donors.

This preparation contains human Von Willebrand factor.

The vial of powder contains human plasma coagulation factor VIII (active substance), sodium
chloride, tribasic sodium citrate, glycine, calcium chloride (excipients).

The vial of solvent contains water for injections.

What EMOCLOT looks like and contents of the pack
Powder and solvent for solution for infusion.
The solution may show a few small flakes or particles after reconstitution.

Reconstituted medicinal product (dissolved) should be inspected visually for suspended particles or
abnormal coloration prior to administration. The solution should be clear or slightly opalescent. Do not
use EMOCLOT if the solution is cloudy or has deposits.

EMOCLOT package contains a vial of powder, a vial of solvent to prepare the solution to be
administered and a non pyrogenic, sterile, disposable set consisting of a medical device for
reconstitution, a syringe for injection and a butterfly needle with PVC tube.

Marketing authorization holder

Kedrion S.p.A.-Loc. Ai Conti, 55051 Castelvecchio Pascoli, Barga (Lucca), Italy.

Manufacturer

Kedrion S.p.A.- 55027 Bolognana, Gallicano (Lucca), Italy.

This leaflet was last revised in:June 2014

The following information is intended for medical or healthcare professionals only:

Dosage:

The dosage and duration of the substitution therapy depend on the severity of the factor VIl
deficiency, on the location and extent of the bleeding and on the patient’s clinical condition.

The number of units of factor VIII administered is expressed in International Units (IU), which are
related to the current WHO standard for factor VI products. Factor VIII activity in plasma is
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expressed either as a percentage (relative to normal human plasma) or in International Units (relative
to an international standard for factor VIIT in plasma).

One International Unit of factor VIII activity is equivalent to that quantity of factor VIII in one ml of
normal human plasma.

On demand treatment

The calculation of the required dosage of factor VIII is based on the empirical finding that 1
International Unit (IU) of factor VIII per Kg body weight raises the plasma factor VIII activity by
1.5% to 2% of normal activity.

The required dosage is determined using the following formula:
Required units = body weight (Kg) x desired factor VIIT rise (%) (1U/dl) x 0.4

The amount to be administered and the frequency of administration should always be oriented to the
clinical effectiveness in the individual case.

In case of the following haemorrhagic events, the factor VIII activity should not fall below the given
plasma activity level (in % of normal) in the corresponding period.

The following table can be used to guide dosing in bleeding episodes and surgery:

Degree of haemorrhage/ Factor VIII level Frequency of doses (hours)/
Type of surgical procedure required (%) (1U/dI) Duration of therapy (days)

Haemorrhage

Early haemarthrosis, muscle 20-40 Repeat every 12 to 24 hours. At least |
bleeding or oral bleeding day, until the bleeding episode as
indicated by pain is resolved or healing
is achieved.

More extensive 30-60 Repeat infusion every 12-24 hours for
haemarthrosis, muscle 3-4 days or more until pain and acute
bleeding or haematoma disability are resolved.

Life threatening 60-100 Repeat infusion every 8 to 24 hours
haemorrhages until threat is resolved.

Surgery

Minor surgery 30-60 Every 24 hours, at least 1 day, until

including tooth extraction healing is achieved.

Major surgery 80— 100 Repeat infusion every 8-24 hours until
adequate wound healing, then therapy
for at least another 7 days to maintain a
factor VIII activity of 30% to 60% (30
1U/d 1- 60 TU/dI).

(pre- and post-operative)

Prophvlaxis R
ot o o




For long term prophylaxis against bleeding in patients with severe haemophilia A, the usual doses are
20 to 40 TU of factor VIII per kg body weight at intervals of 2 to 3 days. In some cases, especially in
younger patients, shorter dosage intervals or higher doses may be necessary.

During the course of treatment, appropriate determination of factor V111 levels is advised to guide the
dose to be administered and the frequency of repeated infusions. In the case of major surgical
interventions in particular, precise monitoring of the substitution therapy by means of coagulation
analysis (plasma factor VIII activity) is indispensable. Individual patients may vary in their response
to factor V111, demonstrating different half-lives and recoveries.

Paediatric population

The safety and efficacy of EMOCLOT in children under 12 years have not yet been established. The
posology in adolescents (12-18 years) for each indication is calculated on body weight.

[ntravenous route, by injection or slow infusion.

In the case of intravenous injection, it is recommended to observe an administration time of 3 to 5
minutes, checking the pulse rate of the patients and interrupting administration or decreasing the speed
of injection if pulse rate rises.

The infusion rate should be evaluated for each patient.

Dissolve the powder as described in section “3. How to use EMOCLOT?”, in the paragraph
“Instructions for proper use’.

Inhibitors

In general, all patients treated with coagulation factor VIII products should be carefully monitored for
the development of inhibitors by appropriate clinical observation and laboratory tests. If the expected
factor V1II activity plasma levels are not attained, or if bleeding is not controlled with an appropriate
dose, testing for factor VIII inhibitors presence should be performed. In patients with high levels of
inhibitor, factor V111 therapy may not be effective and other therapeutic options should be considered.
Management of such patients should be directed by physicians with experience in the care of
haemophilia and factor VIII inhibitors.
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Ilepekian ykpaiHcbKOI0 MOBOK, ABTEHTHYHICTh SIKOTO
miaTBepaAKeHa 3asiBHUKOM 260 0ro yIoBHOBAKEHOI0 0C06010,
IHCTPYKUIT PO 3aCcTOCYBaHHS JiKaPCHLKOIo 3acoly abo
iHpopmauii npo 3acTocyBaHHs JIKAPCHLKOI0 3ac00Y,
3aTBEePAKeHOI BIANOBIIHO 10 HOPMATUBHHUX BUMOT KpaiHH
3assBHuka/BupodHunka a6o kpaiHu, perysiTopHuii oprad sikoi
KePY€TbCS BUCOKMMH CTAH1ApTaMM SIKOCTI, 110 BiAMOBIIAKOTH
cranaapram, pekomenaosanum BOO3, ra/a6o 3riguo 3
pe3yabTaTaMHu KJIIHIYHHUX BUNIPOOYBaHb, 3aCBIIYeHMI
MAMHCOM YIIOBHOBAKEHOT 0CO0H, 10 BUCTYNAE Bij iMeHI

3asiBHUKA.
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Ilepexnan ykpainenkoro mMoBoto, Mo Peecrpaniitnoro nocsigyenns ., M

ABTEHTHYHICTH SIKOTO MIATBEPIKeHA Ne /17157 fert Jo win (X ot f7 b
YIOBHOBAKEHO010 0c00010 3asiBHHKA 7

% ¢ - 7 £ 73
(Tysuk B.M.), indopmaunii npo 3acrocysanns //4//7/5’//‘//("2/
JIKapebKoro 3acody

Jhctok-Braaum: Tudopmanis aus KOpHCTYBa4a

EMOKJIOT 500 MO/10 ma Hopomok Ta PO3YMHHHK /ISl PO3YHHY /LIt indy3iit

EMOKJIOT 1000 MO/10 ma ITopomok Ta po3unHHHK 115 Po3unHY A5 iHy3ii

®axTop koaryasuii kposi oanau VIII

ITepen movaTkom 3acrocyBaHHsS UBLOTo JIKapChKOT0 32c00y YBAKHO NPOYUTANTE BECh

JIMCTOKR-BRJIAAMUI, OCKIJILKH BiH MiCTHTB BaxkuBy 1ist Bac indopmairiro.

— 30epiraiite uel MMcTOK-BKIAMALI. Bam Moke 3HATOGHTHCS MPOYUTATH HOTO 3HOBY.

— Jlkmo y Bac € 6ynp-siki nonatkosi sarmranns, 3BEPHITHCS JI0 CBOTO JIiKaps.

— lle#t nikapcrkwii 3aci6 6y npusHavennii Tinpkn Bam, He CJTLI TepeiaBaTh HOro iHIINM
ocobam. Lle Modxe 3aLIKOIUTH TM, HaBITh SKIIO CHMIITOMH iX 3aXBOPXOBAHHS MOIIOHI 10
THX, 110 CIocTepiraThes y Bac.

— IlpokoHcynbTyiiTecs 3i cBOIM nikapem abo dapmanesTom, ko y Bac 3'9BasTbes Oyab-
skl n100iuHi edexth. Jlo HIX BiAHOCSTHCS Oyab-siki MOKITHBI MOGIYHI eheKTH, He 3a3HauCHi
Y UbOMY JIMCTKY-BKJIQJIMIIII.

Y ubomy JameTKy-BKIAIMIII:

[llo Take EMOKIJIOT, Ta juist 4oro #oro 3aCTOCOBYIOTH

[llo Bam Heo6xinHo 3HaTH 110 Mo4aTKy 3acTocyBaHHs npenapary EMOKJIOT
Sk 3actocoBysarn EMOKJIOT

MoxBi mobiuni edexTh

Sk 36epiratn EMOKJIOT

Bwmict ynakoBku Ta inwma ingopmaris

DN Lo —

L o Take EMOKJIOT, Ta ajs woro itoro 32CTOCOBYIOTH

EMOKIJIOT - ue posunn, sxkuii MicTHTD axrop koarymsuii kposi VIII, oTpimanuii i3
nnasmu momrku. @akrop VIII - e 6inok, mo mae AHTHUTEMOPATIYHY 110,

EMOKIJIOT 3actocosyiors ais:
- JIKYBaHHS Ta MpodinakTHKH KpOBOTeY Y MaUl€HTIB 3i CNankoBUM aeditmTom dakropa
VIII (remodiniero A);
- JIIKYBaHHS KPOBOTEY y MAII€HTIB 3 zedimtom paxropa VIII, 06yMOBIEHHM iHIIHMM
3aXBOPIOBAHHSIMH,
- JIKYBaHHS NamieHTis 3 remodiniero, Y SIKHX YTBOPHJIUCS QHTHTIIAa MPOTH (hakTopa
VIII (inri6iTopn).

2 Illo Bam HeoOxiano 3naTH 10 Mo1aTKy 3acrocyBanns npenapary EMOKJIOT

He 3acrocosyiite EMOKJIOT:

* Ko y Bac € anepris na dakrop VIII ao Oyb-KNH IHUWINE KOMITOHEHT
JIKAaPChKOTO 3aco0y (Tepestik HaBeaeHuil y po3iii 6).




3acTepekeHHs Ta 3an00iKHI 3aX01H

[lepen 3acrocysannsim npenapaty EMOKIJIOT npokorcynbTyiiTecs 31 cBoiM mikapem abo
(hapmareBTom.

Anepeiuna pearxuyis

[Tpu 3actocyBanni npenapaty EMOKJIOT Mo TuBI peakitii miABHIIEHOT 9y TAHBOCTI
QJIEPTIYHOTO THITY.

EMOKIJIOT micTHTb criioBi KiBKOCTI iHIIMX O1IKIB moauau, okpiM ¢akropa VIII. Skio
MiJ1 Yac 3aCTOCYBAHHS IIBOTO TIpernapary y Bac BinsHavaroThes Oyab-aKi 3 HAaBEIEHUX HHKYE
CUMIITOMIB, Bam ciiit HeraitHO MpUNUHUTH 1HQY31k0 1 3BEPHYTHCS 10 CBOTO JTIKaps, OCKITbKH
1l CAMIITOMH MOXYTb OYTH O3HaKaMH ajlepriqHOl peakiii: BUCHII, FeHepatizoBaHa

KPOTIMB SIHKA, BIAYYTTS CTHCHEHHS Y TPYAHIH KITITII, JUXaHHS 31 CBUCTOM, MAJIHHS
apTepiaJbHOroO THCKY Ta aleprivyHa peakiisi, IHOl TSKKOTO CTYTIEHS!,

Y pasi pO3BHUTKY IIOKY CJIZI IOTPUMYBATHCS TTOTOYHHX MEIHYHWX CTAHIAPTIiB JIIKYBaHHS
IIOKY.

IHeibimopu

[Ipwn nikyBaHHI MaieHTIB 3 reModisieto A MOKe BUHUKHYTH YCKJIaIHEHHS BHACIIIOK
YTBOPEHHSI HEUTpasli3yrounx aHTUTiN 10 daktopa VIII (inribitopis). HalBummit pusnk
YTBOPEHHS IHTIOITOPIB CIIOCTEPITAETHCS HA TOYATKY JIIKYBaHHS MPOTATOM riepumx 20 aHiB
3aCTOCYBAHHSA; PIAKO IHTIOITOPH MOXYTh YTBOpIOBaTHCs micns neprmux 100 auis
3aCTOCYBaHHs. Y TALIEHTIB, SIKi paHillle OTPUMYBAJH JIiIKYBaHHsI TPOTITOM OibIiie Hixk 100
JHIB 1 MaJli B aHaMHe31 YTBOPEHHs IHTI0ITOPIB, CIOCTEPIraiCs BUTIAAKHA PELUANBY
YTBOPEHHS 1HTI01TOPIB (HU3BKHI THTP) ITiCIst TIEPEX01y 3 OAHOTO npenapaTy daxropa VIII na
iHmmi. ToMy peKOMeHIyeThest TIPOBOANTH PETETbHII MOHITOPHUHT IIOJI0 TIOSBH iHI1GITOPIB y
BCIX TALIEHTIB MMICIs 3MIHM TIpenapary.

[1ix wac nikyBanHs Bam MOBMHHI TPOBONTH PETEILHUIE MOHITOPHUHT LIOA0 yTBOPEHHS
IHTIOITOPIB LUIIXOM KJTIHIYHOTO CMIOCTEPEKEHHS Ta NIPOBEIEHHS BLUIMOBIIHNX 1ab0paTOPHUX
JIOCJTI/DKEHB.

Slkmmo ouikyBaHi piBHi aktuBHOCTI (akropa VIII y nnasmi kposi He gocsrHyTi abo y BUMAKY,
SIKIIO KPOBOTEYa HE KOHTPOJIOETHCS TIPH 3aCTOCYBAHHI BIAMOBIAHOT I03H, CITI TPOBECTH
JIOCJIIDKEHHS U1l BA3HAUEHHS HasiBHOCTI iHTiGiTopiB (haktopa VIII. V nanieHTiB 3 BUCOKHMH
piBHAMH iHTIOITOPIB Tepartis Gpaxropom VIII Mmoxe GyTr Hee(eKTHBHOO, TOMY CJTiz
PO3TJISIHYTH IHLII METOMM JIiKyBaHHsl. JIIKYBaHHs TAKWX MALi€HTIB TTOBUHHO TPOBOIUTHCS
JIKapsIMH 3 JIOCBIJIOM JIIKyBaHHS MaIli€HTiB 3 remodinieto Ta inriitopamu haxropa VIII.

Yexknaouenns, nos 'sizawni 3 kamemepom

Y pasi HeoOXiMHOCTI BCTAHOBIICHHS LIEHTPAITBHOIO BEHO3HOTO KaTeTepa CJIijl BpaXOBYBaTH
PHU3MK YCKIIATHEHD, MOB SI3aHUX 3 KAaTETEPOM, BKIIIOYAIOUH MicleBi iH(eKiT, 6akTepiemio i
TpoMOO03 y MICLli BCTAHOBJICHHSI KaTeTepa.

Bipycua besnexa
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3 METOIO MoTepeKeH s TIepeiati 30y AHNKIB IHDEKUIAHNX 3aXBOPIOBAHD B PE3YJIbTATI
3aCTOCYBaHHsl JIIKAPCHKUX 3ac001B, OTPUMAHHX 3 KPOBI a0 MIa3Mu JIHOAMHHU, TPOBOISTHCS
MeBHI 3ax0au. JIo HUX BIAHOCATHCS:

® peTeIbHUM BiNOip JIOHOPIB KPOBI Ta MIa3MH, 06 MEPEKOHATHCE, L0 MOXKITHBI
MEPEHOCHUKH 1H(EKLIH He TomyIeHi;

®  JIOCIIIJDKEHHS KOXKHOT TOHALIT Ta MmyJiiB (CyKYIHICTb JEKiTBbKOX JIOHALIH) MIa3Mu Ha
HasgBHICTB BipyciB/iH(eKiH;

® BIIPOBADKCHHS [ICSKHX eTaniB 00poOKM KpoBi abo MmiasMu, siki MOXYTh IHAKTHBYBATH
abo 3HUIMTH BipyCH.

HesBaskaroun Ha 11i 3aX0/1m, TIpH 3aCTOCYBAHHI IpeMapaTiB, BUTOTOBIEHUX i3 KPOBi a6o
MJ1a3MH JIIOJIMHHU, HE MOXKHA TTOBHICTIO BUKJIIOYNTH MOKITMBICTH MOTpAIIsHHs iHdekil. 1e
TAKOXK CTOCYEThCS OY/Ib-SKMX HEBIIOMHX 200 HOBUX BipyCiB UM iHIIMX THTIB iHDEKIIi.
BikyBani 3ax0/m BBaKalOThes epEeKTHBHUMH JUTS BIpYCiB, SKi MatOTh 0G0JIOHKY, TAKHX K
Bipyc imyHonedinnty momunn (BUI), Bipyc renatuty B (HBV), Bipyc renarnty C (HCV), Ta
Bipycy renatuty A (HAV), sikuit He Mae 060J10HKH. ByknBani 3axoam MOXXYTh MaTH
0OMeKeHE 3HAaYCHHs 1S BipyciB 6e3 060I0HKH, Takux sk mapsoBipyc B19. [ndikysanHs
napBoBipycom B19 moxe OyTu HeGe3nednnm a1st BariTHUX KiHOK (1H(ikyBaHHs MJI0y) Ta
utst 0ci6 3 imyHozedinnTamMu abo MEBHUMH THITAMM aHeMii (HampHkIa,
CeprionoiGHOKIIITHHHEA aHeMist a60 TeMOJiITHYHA aHeMis).

3 MeTOt0 30epeKEHHS 3B SI3KY MUK TTALIEHTOM Ta Cepielo TIpenapary, HarmoJerHBo
PeKOMeHIyeThes iKCyBaTH HA3BY Ta HOMep cepil Iperapary wopasy, Kojiu Bu otpumyete
no3y npenapaty EMOKIJIOT.

Jl1st mauienTiB, SIKi peryaspHO/MOBTOPHO OTPUMYIOTE (BaKTOp KOArysiii KpoBi mmoanuu VIII,
OTPUMAHMI 13 TIa3MHU, CITil PO3TIISHYTH MPOBEACHHS BIANOBIIHOTO IEMUTEHHS (TenaTnT A i
renatur B).

iTn
Cneundivni nani st aiteit BiaCyTHI.
Inumi rikapebki 3aco6u Ta EMOKJIOT

Bynb nacka, nosinomre cBoro sikapst a6o ¢apmaresra, sSkio Bu NpuiMaeTe, Hello1aBHO
npuiimMaii abo mianyeTe npuitmMaty 6y ab-sKi iHII TiKapehki 3aco6H.

I1po B3aemonii npenapatis (Gaktopa koarynsuii kposi moannu VIII 3 inmmmu JIKapChKUMH
3ac00aMU He TIOBIIOMJISIIOCS.

Crieundivni nani uis aitel BiacyTHi.
Baritnicts, roxyBanus rpymuio ta gepruabHicrs

- ko Bw Baritha abo romyeTe rpyamio, minospioeTe, 1o MOTIH 3aBariTHITH
TNIAHY€ETC HAPOZIMTH JINTUHY, TIPOKOHCYJIbTYHTECS 31 CBOTM Jlikapem abo
(apmareBTOM, Mepi Hix MpuiMaTH el TikapchKuii 3acio.
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- Hocnimkenns BBy dakropa VIII Ha perpoykTHBHY QyHKIIIIO TBApHH He
npoBoanHcs. OCKITbKY reModinis A piIKo BUHHUKAE Y )KIHOK, 0CBLI 3aCTOCYBaHHS
baxropa VIII B nepion BaritHOCTI Ta royBaHHs rpyutio BincyTHiit. Tomy daktop
VIII crin 3actocoByBath sKiHKaM B ITepio/l BArITHOCTI Ta TOyBaHHS FPYJULIO TilTbKH Y
BUITaJIKaX rocTpol HEOOXITHOCTI.

KepyBanns aBToTpancnoprom ta po6oTa 3 MexaHizMaMu

EMOKIJIOT He BrtvBac Ha 31aTHICTh KepyBaTH TPAHCTIOPTHUMH 3ac00AMM Ta MPAIIOBATH 3
MeXaHI3MaMH.

EMOKJIOT micturs HaTpiii

Lleit npenapar mMictuTh 4,1 Mr HaTpito Ha 1 M BLAHOBJIEHOTO po3ukHy (1O Biarnosinae 41 mr
HaTpito Ha ¢rakoH). Ile ciix BpaxoByBaTH TamieHTaM, SKi J0TPUMYIOTBCS ETH 3
OOMEXEHNM BIKMBAHHSIM HATPIIO.

3 Sk 3acrocoByBatn EMOKJIOT

ITpu 3acTocyBani boTo MpenapaTy TOUHO BUKOHYHTE BKasiBkyu Baworo mikaps. ko Bu
MaeTe siKICh CYMHIBM, IPOKOHCYJIBTYITECS 31 CBOIM Jlikapem.

meBamm

Jlo3yBaHHS Ta TPUBAMICT 3aMiCHOT Teparlii 3aleXNTh Bi THKKOCTI edinnTy ¢bakropa VIII,
MICLISI Ta CTYTIEHs KpOBOTEH, a Takos Baroro kininiysoro crany.

JIIKYBaHHS 32 BUMOT 010

HeoOxiana KibKICTB npenapaTy 1 9acToTa 3aCTOCYBaAHHS MTOBUHHI BU3HAYATHCS BIJITOBIHO
10 Bamwoi kiaiHIlyHOT BIZ[HOBIIII

IIpodinakruka

Jlnst TpuBasoi mpodinakTHKK KPOBOTEY Y MAIEHTIB 3 TAKKOIO (OPMOIO remod i’ A
3BUHaiiHa 103a cranoBuTh Bix 20 10 40 MO (Misknapoannx Oananis) dakropa VIII va kr
MacH Tifla 3 iHTepBanamMu Bit 2 10 3 IHIB. Y IeSKUX BHTIA/KAX. 0COOIMBO Y MAli€HTIB
MOJIOIIOTO BiKY, MOXE BUHUKHYTH HEOOXIHICTb Y CKOPOUEHH] IHTEPBAIIB MK BBEAEHHAM
npenapary abo y 301IbIIeHH] 103H.

[1ix gac nikyBanHsS Bam MOBHHHI POBOAMTH peTebHHMIL MOHITOPHHT II0JI0 MOKITMBOTO
YTBOPEHHS iHri6iTopiB hakropa VIII musxom KIiHIYHOTO CITOCTEPEIKEHHS Ta NMPOBEICHHS
BIZMOBIAHMX TabOPATOPHMX JIOCITIPKEHb.

[Ipotsirom Kypcey JTikyBaHHS JUTs BU3HAYeHHS HEOOXIHOT 1031 Ta Y4acTOTH TTOBT OpPHHUX
1H}y31it HeoOXi1HO NPOBOMTH BLANOBINHI 0CTiKeHHS piBHIB BakTopa VIII. 3okpema, y
BUTIAJIKy BEJTMKHX XIPYPridHUX BTPydaHb, 000B’ I3KOBHM € PETeIbHMIl MOHIT OPHWHT 3aMiCHOT
Tepartii 3a I01IOMOT 010 aHasli3y Koarysiuil (akTHBHICTb daxropa VIII y rnasmi).

3aCcTOCYBAHHS TiTAM
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besneka ta epextupHicTs npenapary EMOKJIOT y niteit Bikom 10 12 pokiB He BCTAHOBIIEH.
Jst miponitkis (12-18 pokiB) 103yBaHKA /U1S KOKHOTO TIOKA3aHHs 3a3HAYACTBCS 3@ MACOI0
TiNa.

binem neranbna indopmauist moao 103yBaHHs Ta TPUBAIOCTI Tepamnii HaIa€THCs
HATNPUKIHI UHOTO JIMCTKA-BKIAJNIIA B PO3/ILJIL, NPH3HAYEHOMY /I8 JTiKapiB a6o
MEIHYHUX TPaNiBHUKIB.

IneTpykuii 3 Hasle:KHOT O 3acTOCYBAHHS
[Ipenapar ci1ix BBOAMTH BHYTPIIHBOBEHHO LINISAXOM iH €K1l a00 MOBiMLHOT iHy3iT,

Y pasi BHYTPIITHBOBEHHOT 1H €KIIiT peKOMERTYEThCS CIIOCTEPIraTH 3a BBEJCHHSIM Tpernapary
TPOTSATOM 3-5 XBHIIWH, MEPEBIPSIOUN HaCTOTY MYIBCY. | MEpepBaTH BBEJICHHS a60 3MEHIITHTH
LIBHIKICTE BBEIEHHS, SIKIIO YaCTOTA MYJIbCY 301TbIIYETHCS.

[Isunkicts indys3ii cnin BU3HAUATH TS KOKHOTO MALICHTA IHMBI Iy alIbHO.

Cu1it BAKOPHCTOBYBATH TLIIbKKM HAOOPH 118 iH €KL/ iKY 3iii. 1110 HATAIOTHCS, OCKITBKHI
BHACIILIOK acopOuii pakTopa koaryssiuii kposi moannn VI Ha BHYTPILTHIX TOBEpXHSIX
JIESIKOTO 00NaIHAHHS JIIKYBaHHS MOXe OVTH Hee(heKTHBHUM.

Hecymicnicmep: ockinbku docaioocenns cymicnoemi giocymui, EMOKJIOT ne mMoxkHa
3MILIYBAaTH 3 IHITMMH JIIKAPCHKUMU 3ac00aMu.

BiiHOBJIEHHSI TOPOLIKY 33 I0MTOMOT010 PO3YHHHUKA:

I noBeiTE TeMIiepaTypy MOPOMIKY i PO3UMHHKKA 10 KIMHATHOT TeMIepaTypH:

2. 3HIMITB 3aXMCHI KOBITAYKH 13 HIAKOHIB 3 TOPOITKOM Ta PO3UHHHHKOM:

3. TIpOTPiTh MOBEPXHI MPOGOK 060X (BIIAKOHIB CIIUPTOM;

4. BLAKpHHTE YNIakoBKy MPHCTPOLO, BIUIAPYBABIIN BEPXHIO KPULIKY; CITi/I BUSBIISTH

00€pEKHICTD, OO HEe TOpKATHCS BHYTPIIHBOT YacTHHY (puc. A);

He BUUMaliTe MpuCTpii 3 yIakoBKH;

6. TEPEBEPHITH YIAKOBKY 3 IPUCTPOEM JIOTOPH JTHOM i TIPOKOJTITE MPOOKY (pakona 3
PO3YMHHUKOM MJIACTHKOBMM TOCTPHM KIHIEM TaK, 1100 CHHSI YacTHHA TPUCTPOIO Oya
NpHEIHARA 10 QI1aKoHy po3unHHHKA (prc. b);

7. TpuMmaiiTe Kpail ynakoBKM PHCTPOLO | BUIMITB MPHCTPIif, He TOpKAIOUHCH HOTo (puc. B);

8. mepexoHaiTecs, mo (GIaKOH 3 TOPOLMIKOM PO3MIICHNIT HA HAIHHI i MTOBEPXHI,
MEPEBEPHITH CHCTEMY TaK, 10O (IAKOH 3 PO3TMHHUKOM 3HAXOIMBCS 3BEPXY MPHUCTPOLO;
HacaiTh MPO30pHH anantep Ha MpoOKy (IIaKOHa 3 MOPOLIKOM TaK, LI0O MIacTHKOBHIA
TOCTPHH KIHEWb TPOHIIOB Kpi3h MPoOKyY (1aKoHa 3 MOPOIIKOM; PO3HMHHMK aBTOMATHUHO
nepeTikaTumMe J1o Grakony 3 nopoukom (puc. I');

9. 0bepexHO CTPYCiTh 3a FOAMHHUKOBOIO CTPIITKOIO | TTPOTH Hel NPOTATOM KIJIbKOX CEKYH/I
(puc. JD);

10. 3ammiuTe po3uMH 10 MOBHOTO PO3YHHEHHS, GiblIe He CTpymIyiiTe (haKkoH;

1. BuaamiTh GakoH pO3UMHHKIKA, MOBEPHYBLIN HOTO NPOTH FOAMHHUKOBOT CTPIIKH (pHc.
B}

n
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puc. B ‘ puc. I’

puc. 1

West Pharmaceutical Service, Inc.

BeneHnsi po3unny

[Ticast BITHOBIIEHHS PO3YHMH MOKE MICTUTH JIEKLTHKA HEBEIMKMX BOJIOKOH 200 4acTHHOK.

[lepent 3acTOCyBaHHAM BiTHOBJICHHI PO3UNH CIIiI Bi3yanbHO TIEPEBIPUTH 111010 HASIBHOCTI
4aCTHHOK ab0 3MiHW KOJTbOpY. PO3UMH TTOBHHEH OYTH MPO30puM abo 3/1erka onaiecieHTHHM.
He cnizt 3acTocoByBaTH po3dyuHu, ki € MyTHUMH a0 MICTATH Ocal.

1~

W

Habepitb y wimpuit noBiTps, BUITSTHYBIIN MOpLIEHb, NPHEAHANTE HITIPHIL JI0 TIPUCTPOLO Ta
BBCAITB MOBITPS 10 (JIaKOHY 3 OPOLIKOM, SIKHii MICTHTB BiHOBIIEHHIT po3unt (puc. €);
TPUMaIO4H TOPIIEHb HEPYXOMO, MIEPEBEPHITH CUCTEMY JOTOPH AHOM TakK, 006 (GIakoH 3
TIOPOLIKOM, SKMH MICTHTh BiTHOBIEHWH PO3YHH, 3HAXOAMNBCH 3BEPXY MPUCTPOIO, i
HabepiTh KOHLUEHTPAT Y WITNPHIL, OBLTBEHO BIATATYIOMH TTopuieHs (puc. XK);
BUL'€IHAATe WIPHLL, NPOKPYHYIOHH HOT0 MPOTH FOJIMHHUKOBOT CTPITIKH:
BI3yaJIbHO MEPEBIPTE PO3YHH Y WIPHL, BIH MOBHHEH OYTH TTPO30pHuM abo 3J1er /
ONAIECUEHTHUM, 0€3 YaCTHHOK;

BBEIITH MpenapaT BHYTPIMIHBOBEHHO LIISIXOM iH(Y3ii a0 MOBLTBHOT iH €KILT.

Y
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puc. €

West Pharmaceutical Service. Inc

Slxmo Bu 3acrocypasm pumy 103y npenapary EMOKJOT, nixk norpiono
Hacnizkn maamipHoro 3actocyBanHs rpenapaTy HeBiaoMi.

[Ipu BUIIAAKOBOMY BXKMBaHHI/MpHitoMi BUIIOT 1031 npenapaTy EMOKJIOT Heraiino
3BEPHITBCSA 110 JTikaps abo 10 HaHOIMKIOT NikapHi.

Skuio y Bac € sxich cymuiBn oo 3acrocysanns npenapaty EMOKJIOT. sanutaiite cBoro
JiKaps.

4. MoziuBi nodiuni edpexrn

Sk yei nikapebki 3aco6m, npenapat EMOKJIOT moxke CipHuiHSITH BHHHKHEHHS TT0OIUHUX
e(heKTIB, X04a BOHH CIIOCTEPIraloThes He Y BCIX.

Hxmo y Bac cnocrepiratumyrbest 6yab-siki 3 1nX mo6ivHuX eeKTiB, ¢ix oapasy
MPOKOHCYJIbTYBATHCS 3 JIiKapeM abo 3BePHYTHCS 10 HAHOIHKIO0T JTiKapHi:

*  Tsokki aneprivni peakuii (MiABUIIECHA Yy TINBICTH): IBHAKHH HAOPSK IKipH Ta
CJIM30BHX 00OJIOHOK (aHTIOHEBPOTHYHKE Habpsik). el noGiunuit edexr
criocTepiraBest piliko, i B ACSKHX BHITAIAKAX MOKE MPOrPeCyBaTH 10 TSKKOT rocTport
aJIepriyHoT peakitii (anadinakcii), BKIHOYA0YH IOK.

* VY nauienTiB 3 reModinieio A MOXKYTb yTBOPIOBATHCS HEHTpalizyiodi anTuTina
(iHriGiTopH) 10 (bam‘opa VIII. HastBHICTB TakuX IHTIOITOPIB MPOSBISETHCS Y BUTIISA
HEI0CTaTHBOT KJIIHIYHOT BLATIOBI/I Ha JIKYBaHHS. Y TaKUX BHUIIAJIKAX PEKOMEHI0BaHO
3BEPHYTHCS J10 CTIENIai30BaHOTO LEHTPY 3 JIIKYBaHHS reModinii.

Inmi no6iuni edpexrn:

e [Hwi aneprivni peakuii (NMiABAILEHA Yy TIMBICTB) MOKYTH BKIIOUATH:
*  TIEYIHHA Ta MOKOJIOBAHHS B Micui iHy3ii;




*  O3HOO, NMPHITMBH, BUCHTIAHHS 110 BCHOMY TilTy (reHepai3oBaHa KpOTIHB AHKA),
KPOTIUB STHKY;

* TOJIOBHWH OiITb;

*  BHWKCHHS apTepilajibHOrO THCKY (apTepiaibHa rinoTeHsis), HeCToKiii, MiIBHIeHHS
HaCIOTH CEPLUEBAX CKOPOUEHD (TaXiKap/isl), BITUYTTS CTHCHEHHS B TPYIHIA KIITII,
JMXAHHS 31 CBHCTOM;

*  COHJIMBICTB (J1eTapris);

* Hyz#ory, OJIOBaHHS;

* TIOLIUINYBaHHs.

Li nobivni epextn criocrepiramies PiNKO, I MOXKYTH Y I€IKMX BHIIAIKAX MporpecyBaTH 10
TSXKKOT TOCTPOT aneprivoi peakuiy (aHadinakciv), BKIOYAIOYH HIOK.
* V piixicHux Buazkax criocrepiranacs rapsiuka.

JonatkoBi nobiuni edexru y aireii

Xoua crietmdivni nani wis giteit BLICYTHI, Iesiki ony6ikoBaHi nani, Mo’ s3aHi 3
JOCIIDKEHHAME ¢DeKTHBHOCTI Ta GesrekH, MPOAEMOHCTPYBAJIH BIICYTHICTB 3HAYHOI pi3HHMLI
MK IOPOCITUMH Ta JiTHMH 3 OJIHAKOBHM 3aXBOPIOBAHHSIM.

IMoBiomiieHHst npo MoGivHi edhexkTH

[IpoxoneymeryiiTecs 3i cBoiM sikapem a6o apmauesTom, sikuio y Bac BUHMKIH Gyab-9Ki
nobiuni epextn. Jlo HUX BiIHOCHTHCS Oyb-siKi MOXITMBI TOGIUHI epeKTH, He 3a3HayeH] y
LUbOMY JIMCTKY-BKJIaJIMIIL. Bu Takox MokeTe moBiioMIsTH po nodivHi edexTn
OesrmocepeniHbo uepes HalioHaIbHY CHCTEMY IMOBIJIOMJIEHD.

[oBizomnsroun mpo no6iuni edexrn, Bu MokeTe 10moMOrTH HazaTy Oliblue iHGopmanii 3
Oesrexy UboTo JiKapCchKOTo 3ac06y.

[ndopmairo wono Gesrnekn BiAHOCHO TPaHCMICUBHUX IHQeKIN auB. y posaini 2 «ILlfo Baw
HeOOXIOHO sHamu 00 novamxy sacmocysanns npenapamy EMOK/TIOT».

= Sk 36epiraru EMOKJIOT

30epirati y HEIOCTYITHOMY ISt TiTel Micl Ta 1103a Mmojtem 3opy aitedt. He ciin
3actocoByBath EMOKIJIOT nicis 3akinueHHs TEPMIHY MPUIATHOCTI, BKA3aHOTO Ha eTHKETLH
Ta 30BHIIIHIH KapTOHHIH yrakoBili ("TIPUTATHUN J1O"). Jlatoro 3akiHueHHS TEPMIHY
TMPUIATHOCTI € OCTAHHIH J1€Hb BKA3aHOTO MiCSIIs.

36epiratn y xonoaunsunky (2°C - 8°C). He 3amoposkysatu. 36epiratu GbrakoH y 30BHIiIHI
YTaKoBLi 3 METOIO 3aXMCTY BiJ CBiTIIA.

[Ticnst BinkpuTTst iHdy3ifiHoOi creTemu BMiCT citin BUKOpPHCTATH ofipasy. BMmicT ¢iakona
HEOOXIZHO BUKOPHCTOBYBATH 3a O/IHE BBEICHHS.

He ciiix BumaBary xonni nikapeski 3aco6u y cTivHi Boxw abo BUKMIATH y no0yTOBE CMITTS.
3anmTaiite y hapmaresra, sk HeoBXiTHO YTHIII3YBaTH JIIKapchbKi 3aco6m, siki By 6inbie He
Oynete 3actocoBysatu. Lli 3axom AOTOMOXKYTh 3aXHCTHTH HABKOJIMILIHE CEpPEIOBHLLE,

T 8
. y . . * YKP&7H X\
6. BMmicT ynakoBku Ta inma iH(opmamin /%\0‘“ SO _

o micTuTe npenapar EMOKJIOT

Jliro4010 pevoBnHoIO € dakTop xoarynsuii kposi moxuan VIII,



1
EMOKJIOT EMOKJIOT
500 MO/10 ma 1000 MO/10 ma
@akrop koaryasuii kpoi moauHu VIII 500 MO/dnakon 1000 MO/dnakoH
@akrop Koaryasuii kposi moaunu VIII, 50 MO/mn 100 MO/mn
SRR fys s (500 MO/10 wn) (1000 MO/10 wn)
0O6’eM po3uMHHHKA 10 mn 10 mn

AxtueHicTh (MO) BU3HAUAETBCS 3a TOTIOMOTOK XPOMOTEHHOTO aHai3y €Bponeichkoi
dapmaxoriei.

Crieuniuna aktuBHicTs npenapaty EMOKJIOT cranosuts nputamsno 80 MO/Mr Ginka.
Burorosnenuit i3 riazMu 10HOPIB.
[le#t npenapar MicTuTh daktop Gon Binnebpanna moanHn.

D1aKoH 3 MOPOIKOM MICTHTE (akTop Koarysuii kposi moxunn VIII (itoua peqosnHa).
HaTPLIO XJIOPHI, HATPiLO LMTPAT, TIIILHH, KAJBIiK0 XJTOPHIL (IOTIOMIXkHI PeuoBUHMN).

D1aKkoH 3 PO3UMHHUKOM MICTHTB BOAY JUIS 1H €KIIiH.

Sk Burasmae EMOKJIOT ra BmicT ioro ynakosBku
[Topomok Ta po3YHHHUK TS pO3UMHY JUTs iHDY3ii.

[licns BIIHOBIEHHS y PO3YMHI MOJKE BiI3HAYaTHCS HEBENMKA KilbKiCTh APIOHMX MIacTiBILB
a0 4acTHHOK.

Binnonenuit nikapchkmii 3aci6 (pPO3UHHEHNH) MTepet 3aCTOCYBAHHSIM CJTiJI TTepeBipHTH
BI3yaJIbHO WI0JI0 HAsIBHOCTI CYCIE@HIOBAHMX YaCTHHOK ab0 3MiHM KObopy. P034rH MOBHHEH
OyTH 1pozopuM abo 3terka onasecueHTHUM. He cntin 3actocoBysatn EMOKJIOT, sixuio
pO34MH MYTHHI a00 MICTHTEL Ocajl.

Ynakoska npenapaty EMOKJIOT mictuTb iakoH 3 opomkom, QIIakoH 3 pO34HHHIKOM
JUISt TPUTOTYBAHHS PO3YMHY Ta HETIPOTEHHHH, CTEPHILHIH 0IHOpa3oBuii Habip, 10 TKOTO
BXOISATh MEAWYHHUH NMPUCTPill JUTS PO3UMHEHHS, WINPHUIL VIS 1H €K1 Ta ronka-mMeTenk 3 [IBX
TPyOKO1O.

BiacHuk peectpauiitHoro nocBigyeHHs

Kenpion C.mi.A. - JTok. At Konri, 55051 Kacrenssekkio ITackosi, Bapra (Jlykka), Itanis/
Kedrion S.p.A. - Loc. Ai Conti, 55051 Castelvecchio Pascoli, Barga (Lucca), Italy.

Bupoonux

Kenpion C.n.A. - 55027 Bosnornana, annikano (Jlykka), Itanis/
Kedrion S.p.A. — 55027 Bolognana, Gallicano (Lucca), Italy.

Llefi MeTOR-BRIAIMII BOCTAHHE Neperasiaases y uepsri 2014 poky
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Hactynna indopmanisi npusHaveHa TIbKH A5 JikapiB a00 MeAMYHNX NPALIBHUKIB:

ZIOBXBaHHHI

Jlo3yBaHHS Ta TPUBATICTE 3aMICHOT Teparii 3aIeKUTh BiI TSHKKOCTI gediury pakropa VIII,
MICLISt Ta CTYIIEHS KPOBOTEHI, & TAKOK KIIHIYHOTO CTaHy TallieHTa.

KinekicTs ommuune BBeneHoro ¢akropa VIII Bupakaetses v MiskHapoaHux oauHuusx (MO),
110 TIOB'SI3aH0 3 NOTOYHMM cTanaapTom BOO3 ans npenapatis ¢pakropa VIII. AKTHBHICTB
daxropa VIII y miazmi BupakaeThest y BiACOTKAX (Y TOPIBHAHHI 3 HOPMATBHOIO M11a3MOI0
moanHn) abo y Mixkaapoauux OuHHUISIX (BIMTOBIIHO 10 MIKHAPOIHOTO CTAHIAPTY IS
¢bakropa VIII y nnazmi).

Onna mixaaponna omuanus (MO) aktuBHOCTI aktopa VIII ekBiBanieHTHA Takii KijbKOCTI
dakropa VIII B 1 M HOpMaTBHOT MIa3MK JIHOAWHH.

JIikyBaHHSI 32 BUMOT 010

Pospaxynok HeoOxinHoT 1031 akropa VIII 6asyeTbest Ha eMITIPHYHNX JTaHUX TTPO Te, M0
| mixnaponna onnunus (MO) daxropa VIII Ha 1 Kr macy Tia NiaBHILYE piBEHL AKTUBHOCTI
¢axropa VIII y mnasmi va 1,5 % - 2 % Bt HOPMAIILHOT AKTHBHOCTI.

HeoO6xinHa 103a BU3HAUAETHCS 32 AOTTOMOTOK HACTYITHOT HOPMYITH:

Heobxiana kiTbKicTh OMMHNIB = Maca Tita (k1) x Oaxane niasuinerns daxrtopa VIII (%)
(MO/an) x 0,4

HeoOxiaHa KibKiCTb Mpemapaty i 9acToTa 3aCTOCYBAHHS 3aBK/IM TOBUHHI OyTH
OpICHTOBAaHMMH Ha KIIHIUHY e()eKTHBHICTD Y KOHKPETHOMY BHIIAJIKY.

Y pa3si BUHUKHEHHS HaCTYITHHX 'eMOparidHuX sIBHIL akTHBHICTH (Gaktopa VIII y ruiasmi kposi
HE MOBWHHA NAJaTH HWKYE HABEAECHOTO PiBHS (Y % BII HOPMH) y BIITOBIAHWIA 1Tepio.

Hacrynny Tabnniino MoxHa BUKOPHCTOBYBATH SIK KEPIBHUIITBO JUIS BU3HAUCHHS JI03YBaHHS
npenapaTy mpyu KpoBoTeUyax Ta XipypriyHuX BTPYUAHHSIX

TsxkicTh KpoBOTEHYi / THII Heo0xinnuii piBenn Yacrora BBeaeHHs1 (TOAHHH) /
XipypriyHoro BTpy4aHHs ¢daxTopa VIII (%) TPUBAJICTL Tepamil (IHi)
(MO/na)
Kpogoteua
[ToyaTkoBi 03HaKK remapTposy, 20-40 [TosTOoptoBaTH KOXHI 12-24 roauHMU.
KPOBOBHJIMB y M 31 ab0 lloHalimenwue npoTtsarom 1 aHs no
KpOBOTEUI Yy pOTOBIH NPUINHHEHHS KPOBOTEUI, 1110
MOPOXKHHUHI BM3HAYaIOTb 32 BIJICYTHICTIO 600,
a0 110 3aroeHHs.
binbw BupaxeHui remapTpos, 30 - 60 [TorTOpIOBaTH 1H(DY31H0 KOKHI
KPOBOBHUJIUB Y M’ 434 a60 FOIHHM NMPOTArom 3-4 nHIB a06/
remaroma 10 3HUKHEHHs 0010 Ta BIAHAETIL




Nnpaue3naTHoOCTI.

3arpo3nuBi s KUTTA 60 - 100 [losTOptoBatH iHy3it0 KOXKHI §-24
KpOBOTeuI FOJAMHM 10 3HUKHEHHA 3arpo3u uis
XKHTTS.

XipypriuHi BTpy4aHHs

Mani xipypriuni Brpydanus, y 30 - 60 KosxHi 24 roaunu wonakimeniue |
TOMY YMCli BUOANIeHH 3y6a J€Hb 110 3arOEHHA.

Benuki Xipypriuti BTpyuaHHs 80 - 100 [losTOptoBaTh iHdy3it0 kKoxkHI 8-24
FOJAMHH 110 10CTATHLOIO 3arOCHHS

(10 Ta micng onepauii) | panu; nicas 4oro NPOLOBKYBATH
TEPANito L MPOTArOM NpUHaiMHi 7
AHIB 3 METOKO MIATPUMAHHS
akTHBHOCTI (haktopa VIII Ha piBHi Bix
30 % no 60 % (30 MO/nn — 60
MO/nn).

[Ipodinakrrka

Jisist TpuBaniol mpodiakTHKW KPOBOTEY y MAILIEHTIB 3 TSIKKOIO bopmoto remodinii A
3BUYakiHa 103a craHoBKTh BiJ 20 10 40 MO ¢akropa VIII Ha kT Mach Tina 3 IHTepBaTamMu
BBEJICHHS BIN 2 J10 3 1HIB. ¥V €KX BHTAIKAX. 0COBITHBO Yy NALIEHTIB MOJIOALIONO BiKY,
MOXXE BHHUKHYTH HEOOXIIHICT Y CKOPOYEHHI IHTEPBAITIB MiXk BBEICHHSM npenapaty abo y
30UTBIIEHH] 103H.

IIporsrom Kypey miKyBaHHS 7151 BU3HAYEHHS HEOBXITHOT 1031 T4 YACTOTH MTOBTOPHUX
IHQY3iH pPEKOMEHIYETBCS TIPOBOANTH BLAMOBIHI T0C/LDKEHHS piBHIB (pakTopa VIII.
30Kpema, y BUITA/IKY BEJMKUX XipyprivHux BTpy4YaHb, 00OB’SI3KOBHUM € peTesIbHUI
MOHITOPHHT 3aMiCHOT Tepariii 3a 10moMOorow aHasIi3y Koarynauii (akTueHicTs (akropa VIII y
nrasmi). PisHi mamieHTH MOKYTh 110-pi3HOMY pearyBaTi Ha BBelleHHs (axktopa VIII, mo
TMPOSIBJIACTCS B PISHUX TI€Pio1aX HATIiBBMBEIECHHS 1 BiTHOBJICHHSL.

Jlitn

besnexa ta epexrusnicts npenapary EMOKJIOT y aiTel Bikom 110 12 pokiB He
BCTaHOB/CHA. [l mizuniTkiB (12-18 pokiB) 103yBaHHS 115 KOKHOTO [TOKA3AHHS
PO3paxoByETHCS 32 MACOLO Tifa.

[Ipenapar crtix BBOXHTH BHYTPILTHBOBEHHO MIISXOM iH’€KILT 260 MOBITBHOT IH(Y3IT.

Y pasi BHYTpIIIHBOBEHHOT iH €Ki PEKOMEHIYETBCS CTIOCTEPIraTH 3a BBEJICHHSM IIpenapary
MPOTATOM 3-5 XBHJIMH, TIEPEBIPSIOUM HACTOTY TyJbCy, 1 EpepBaTH BBEACHHS a00 3MEHIITHTH
WBHIIKICTh BBEJCHHS, SIKILO YACTOTA MYIbCY 30LTBIIYETECS.

HIBuukicrs iHdY3IiT clTia BU3HAYATH 1718 KOKHOTO MalicHTa IHAMBIIYabHO.

PoszuntnTti noporok, sik onvcano y po3aini «3. Sk 3acrocoByBatn EMOKJIOT,
«nempykyii 3 nanesicno2o 3acmocyBanHay.

[HribiTopn




3arajiom, y BCIX TaunienTiB, sKi OTPUMYIOTH TTperapaTh baxTopa koarynsuii VIII, ciin
TMPOBOAHTH PETE/LHUI MOHITOPHHT OO0 YTBOPEHHS IHTIOITOPIB ULIIXOM KIHITHOTO
CTIOCTEPEKCHHSI Ta POBENCHHS BIANIOBLHUX 1ab0PaTOPHIX J0CTiKe b, SIKIIO OUiKyBaHi
piBHI akThBHOCTI (haxtopa VIII y nnasmi kposi He JOCATHYTI a00 Y BHTIAZIKY, SIKIIO
KPOBOTEHA HE KOHTPOJIIOETHCA MPH 3aCTOCYBAHHI BiMOBIHOI 103H, CITi TPOBECTH
JIOCIT/DKEHHS Ha HasBHICTB iHTi6iTopis dakTopa VIII. V namienTie 3 BHCOKHMH PIBHSIMH
iHri6iTopis Tepanist haxropom VIII moske GyTh Hee(heKTHBHOLO, TOMY CJILI PO3TITHYTH iHIIT
METO/M NiKyBaHHs. JIIKyBaHHS TAKHX MamicHTIB TOBUHHO MTPOBOAUTHUCS JIIKAPSIMHU 3 J0CBIIOM

JIKYBaHHSA NAL€HTIB 3 TemModinicto Ta inribitopamu paxropa VIII.
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