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seek immediate medics assistance.
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o 3ansHuKa/Bupobtuxa
@D Package leaflet: iInformation for the user If you forges to use Eiaprase &, CONTENIS UPTRe frrek Kre o
I ‘/Sh. i wo MIGEed an blamrase infuson, g What Llaprase cuntaim,
elapras 2 mg/ml Ire —— .
Jul dordton o '
concentrate for solution for infusion & alficis i
idursulfase 1% Shik sl i
o PrsE SO 1) Sy o7
vThis medicine 5 subject to additional monitoring. This will allow quick identification of new safery st offects y anved B 2 be
infarmation You can help by mpuorting any side effects vou may et See thisend of sectiom 2 for how 1o Bstciated wite Sudr i Iy
report side offects, effecn inay bo w !
Read all of this leaflet caretully before you start using this medicine bocause [t contains important s R RN HHNE TR i ' N
information for you, Il you rave probiems breathng, wotn o pot [
Keep this leafict, You may need to read it again Ml Sk, tell your doctor straight away ane What Elaprase ook ke oo fortentanf the o

- Il you have any lurther guestions, ask your doctor, pharmacist o sy 4
This medicine has been prescribed for you only. Do not pass it on to sthers 1t may Bt (i guen common st eitorg
their signs of illness are the same as yours. ' \ 19 freesnelang
{Fyou get any side effcts. talk to your doctor, pharmacist of nurse This includes any possibie side eftects ' RS T 4 N
not listed in this leaflet grsasvabiond pressure, fushing (edhoss

« Slkartness of Breath
+ Abdormural pir, nansea
What is in this leaflet: frequent and/or fuuse ol
* Elaprase (s and what it is used for 4. Possible side offects « Chest pain
d you need to know before you use Flaprase 5. How to store ilaprase © Hives, rash, lchnyg

3. e t0uSC Flaprase 6. Contents of the pack jnd other infarmation P "'.,l."'h. ¢
Pl
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Markativig Aythorisa

1. What Elaprase 1s and what it (s used for ono’s spucitic, individupt chary
Flaprase is used as enzyme replacement therapyto inbiuence your Iherapeutic respe

s meghicing

treat children and adults with Hunter syndrome
(Mucopolysaccharidosis 1l) when the level of the

yme iduronate-2-sulf in the body is lower
than normal, helping imp the symp of the
disease, If you suffer from Hunter syndrome, a

as el as your risk of developing antibodies and
Infusion-refatod side effects in individual cases,
sa-called ‘neutralising antioodies may develo,
which may diminish activity of Elaprase and your
response to treatment. The longer term effects of
antibody development on response to treatmen

= Wapid hoart noat e
¢ Leeriased Biood prossaie
Breatting, cough guicconed Droatilig

Ifanwtaciurer

-

carbohydrate called glycosaminoglycan which is low vsygen lovels in yoar blood =
norma!{:r’bmken dnu\g}ny;ly your bgdl; isnotbroken  have not been established. Please consult your . ﬁl-;n"ur{.onqup d This lealliut was lust covised 15 0200
down and slowly accumulates in various organs in-~ doctor for additianal information < Hutimess of the skin b 4 J
your body. This causes cells to function abnormally, Other medicines and Elaprase + Painyin the joing
thereby causing problems [m.“"n"" QIGaNs in Thereis o known interaction of this giedicine with *
your body which can lead te tissue destruchion and piher medicines
organ maifunction and Failure. Typleal organs where Pl Yocton nhimae a1 1
?chosammugly:an aceumulates are spleen, liver, e SRS RTRcaL S i
ungs, heart, and connective tissue, In some RV fecently tukts) of Might Like any o1
gatienu glycosaminaglyean accumidates alse in the  Pregnancy and breast-feeding
rain. Elaprise contains an active substance callod W yesi wte preanant of Breast-fueding, think ol
idursulfase which works by acting as a replacemernt may be pregnant or are planning to have i baby,
for the enzyme that is at a low level, thereby ask your doctor or pharmacist for advice before
breaking down this carbohydrate in aftected colls. taking this medicing.
Enzyme replacement therapy is usually
administered as a long-term treatment,
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e effiects

1 SUSEHT Ehees bl L By o .
tects you can help provide muoee intormation o
vaglivty of this medic i

Driving and using machines
This medicine has no or negligible nluence on the  United Hingdom

Ability to drive and use machines Card Sshisin

2. What you need to know before you use Elaprase
Do not use Elaprase;

If you have experienced severe or patentially
life-threatening allergic-tyoe reactions to

b oy,

sl

Elaprase contains sodium sk T o Crid - . ¥
This modicing containg DAK2 mmol sodium Alpio Ao Store - nytrustion
{or 11,1 mg) per vial. o be taken into consideration !

Idursulfase or any of the other ingredicnts of this vy patients an  controlled sodium diet e sl
medicine (listed In section 6) and these cannot b kel
controlled with appropriate medical ", 3. How to use Elaprase b Ab

4 salisthon § 1l s

Alwiays use this medicing exactly ds your doetor has 'T":_ 'i:“?]'}::, = Chloti Wipssail B R

told you, Check with your doctor il you are not surp. "_“; ". 1 :-rr:'
Fax: ¢

This medicine will be given to you undee the 2

supervision of a doctor or furse wia iy

wings and precautions

ryour doctor or nurse befone using this medicine.
"‘_1m are treated with Elaprase you may expericnce
side cffects c:‘urmg_ar following an infusion knowledgesble in the treatment of | lunte
(seesection Possible side effects) The most common syndrome or other inherited metabolic disordens. 5. Mow to store Elaprase
symptoms are ilching, rash, hives, fever, headache, X i )
increased blood pressure, and flushing (redness), Most The recomymendud dose is an infusion of 0.5 mg
of the time you can still be given this medicine evenit (131 & Milligram ar every kg you weigh cHildve
these symptoms occur. If you experience an allergic Elaprase has to be diluted tn sodium chioride Do ot use this medicine after the expiry date .
side effect following administration of this medicine, 9 mg/ml (0.9%) solution for infusion before use which Ih stated on the label und carton afier EX#
mu should contact your doctor immediately, Youmay ~ After dilution this medicine is given thiough 2 vein T He expity date e 1o Ine ast day of That monts
an

rromITE

L(TEWTE

Hpraue

Hoecheine out ol the it gl repch of

ven additional medicines such asantihistamines  (drip feed). The infusion will narmally last for Store in a refrigorator (24 8C)

4 H #1 500N A8 DOSUE COAVCAL i) by
corticosteroids (o treat or help prevent 110 3 hours and will be given every week, Do not freesw vabsilite il ting R
allergic-type reactions. Use in children and adolescents Do not use this medicine i yma notice hat then it drinm fuiey 1
If severe allergic reactions occur, your doctor will Ihe recommended dosage n childeen and discolouration o senee of foroign oarlicies T
stop the infusion immediately, and start giving you adolescenis v the same as in adult TR F At

suitable treatment. You may need to stay in haspital
The nature of your genotype (a genetic make up of
all active genes in human cells, which determines

maci it} he

nape iy hass

Hyou use mare Elaprase than you shoulg

M LLETRTS (TR T
There 15 o expenemnee with syemdtses of this medice:

Yo atanes vl nwel proteet tne enviioomient { v hag alb Siraps ki assuem}
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Jhuerok-praamu: Indopmanis s KOPHCTYBA

Emanpaza® 2 mr/mu
ROHIEHTPAT U3 posuaumy uist indysii
inypeyibhaza

Vlleii aikapenkmii 3acio uijumrac JOATKOBOMY  MOHITODMNIY. HHO JIOTBOIILT, S0 Sl
HOBY inhopmaiLiio oo Gesneki, By MOMKETe 1010MOI . HOBIAOMMBILK PO Oy Jb=HKI MO ]
nodiuki epexru. Jlus. inewn Postiny 4 sk tosigomisr 1po odiuni peaxi)

Ilepen s3acrocysannsiv j1anoro AIKAPCHKOIO 38C00Y  YBAKNO  HpoawTaiire neil e o
BRIAMIL, OCKLTLRY Bin MicTIOOL Bazusy indopyanio L sac.

= 30epiraitre ueit snerok-srnan. Moximeo. Baw HOTPIOHO OYAE SBEDNV IHEH 10 HLODD 111¢ a2

= JKulo ¥ Bac suunkin Svim-ski J0AIKOn! (i, SMENUHTTHES 10 ik, i
MEJICECTPI.

— Llei npenapar npusnasennii ocodncro Bam. |le Hepeiasante fore i veoGavi. Bin avowce
3aBJIATH IM WKO/AM, HABITH HKILO CHMIITOMH iX 3AXBOPIOBAHNA 1100001 1o Banux

— Sxwo y Bac ¢ 6yun-ski nodiuni peaxii. 3BCPHITHCS 10 Bamoro nikaps. dapmaenta 150
Mejeectpi. Lle Brumouac Oyib-axi MoNcMBI 1106iuni peakuil, e HEPEIHHCHT B HbOMY HeTKY
BRJIAAMLII,

o € B ubomy Jn CTRY-BKJIA/IMIIT:

I. o rake Enanpasa i juia woro sona JACTOCORYCIHCH

2. o Bawm norpi6uo suatwu nepest sacrocyBannsm laanpain
3. Sk 3actocoByBary Lnanpasy

4. Moxsmsi noGiumi peaxitii

3. Sk 36epiran Enanpasy

6. Bmict yiakosku 1a imia IHpopmanis

1. o rake Eaanpasa i s woro sona FACTOCOBYCTLOH

Enanpasa BHKOPUCTOBYCTHES B sxocr! samiciiol PePMEHTHOT tepwnil cunk Ky KaT
JAOPOCIIMUX 3 CHiipoMOM Xaivrepa (Myxononicaxapiios (1), Hpi piBNE epmutiny ivpons
Cylb(arazi B opraniami mmmue nopse L HORPQUIHCHIS CuMITeMiz  Xsonohw Skhig By
CTPAKAACTE HA CHHAPOM XaHTEPd, BYITICBO L, SKUH HASMBACThes FIIKOBAMIHOVATKAN, 11O 2auua i
POBILEILTIOETRES y BauioMy oprauismi, He posmIeIunocrses | HOBLINHG HAKS! IVETHEH v planmx
Opranax Bamoro opramismy. lle npussomurs 1o HOPYWICHHS (DYHKUIOHVRAHNS  KuFrun, o
CHPHYMHAC HOpyCHns pisumux opranis y Bamowy OPranismi. Mo MOKE HPHIRCCT ) 1t DV B
TKaH1H, a TaAKoK nopyuiens (hynxitiit va sizumonu opranis. [iiosi OPratn. b HKUN HAKOUHHVETLCH
TKO3aMIHOIIIKAN, — Celesiika. (euinKa. JCICHIL cepie | enoiyuna rRarma, vV oiesiie XBOPUN
FAKO3aMIHOMIKAl  TaKOK HAKOUMMYCTHCH Y MO3IKY. Hianpasa mictuns juiouy PEHOBIHA
itypeyibhasy — sika saminsc (hepment. piseis 1K0r0 © nesoeTaTIA, POSUICHHOIONI 1T By eso 1
B YPOKCHMX KIiTHHAX. DepmerHozamictia Tepaliin 3AIRNUAR HPHIMAYACTHCH LI TPHBLIONO
JIHKYBaHHS,

2. o Bam uorpitno suarn uepesacrocysanmiy Foanpain

He 3acrocosyiire Ejrapasy:

Axmo y Bac srnmknn cepiiosni abo norentiiino HCOCCUIN JUts WHTIH DCaRIT dieprivroro PR
10 inypeysindasu. abo 1o OYb-9KMX JIOHOMIKIGIX PEUOBIIE ation SHREPCHROID 3a000Y | 3dslauci|)

Y Posjini 6), 11X ne moxa KOHTPOJIIOBATH 38 AONOMOIOIO BUNGBULIONO (iKY Bl



OcodumBOCTI 3ACTOCYBARMS [ 3AX0/AM DE3UCKY

[TpokoHcynbTyitrecs 3 Jikapem 460 MEJICECTPOIO NEPL)L JACTOCY BANINM 1LOT0 HPeHADETyY

Sxmwo Bu npuiimacte Enanpasy, y Bac MoxyTh Busnksy e no0iuni peakiil! i sae ado gicis
indy3ii (ame. Posain 4 « Moscnugi noGivni edherniun), Halltioniape it s Cuvirromastis © anepi i
BHCHITAHHA, KPONMB SHKA, JMUXOMAHKA, FOAOBHRIT DL, DiBHIeHnit mick | Dmibni kpont o
obnuuusg. Hasirs AKUIO 11 CHMIFTOM BHIMKAIO ], v Oin
BUKOPHUCTOBYBETH Jlanuii tpenapar. Jkio y Bac suimkia aieprisma noOi4ia Peariiy it
NPU3HAYEHHS LLOI0 npenapary. Bam HeoOXiano s#eraiino ssepiyrues 1o aikaps. Lo dikysais
abo sanobiranis peakuiit ajiepriunoro Tuily Bam MOy Th IPH3NEYITI J0AATKOR! JIIKAPCLK 300N,
TaKi Ak anruricramingi npenapatTi ado KOPTHROCTEPO iz,

Ilpy Busuknenni rocTpol anepriusol peakuii Bawun Jikap Mac serailing sy mmei e bibhyiahe
HEOOXIAHY MEAMUHY JONOMOrY. MosinBo. Banm HCoONI HO OV 1C SUMULITHCE v 1IKap
Ocobaupocti Baitoro renormiy (CYKYHHBICTh BCIX aKiHBIN (il Y JIRSHChRIN KoIas
BH3HAuae cnerushivml, MUWBYANLHET XAPAKTCPUSTIKT OB NOKE B s o B
BIATIOBI/h HA JIHKYBAHHS JAHMM JIKAPLKMM 3aC000M. 14K CaMO HK | Ha PUAHK YV 1HOPCIIE §1010T0 |
noB'a3annx 3 iHpysicio noGiuHnx peakitii, B okpeMUX BHUALKAN MOKYTH VIBOPHTHCR T4k 48d]
"Helrpanizyioui anTuTinG", AKi MOXKYTHL AIMCHINIMTH akTHBHICTL Fianpats 1 Bamy seasiie
nikyBauns. Jlorrocrpokorux edexrin Bij VIBOPEIGE anrurizn vy sianosias v dikyeamis ne
BCTAHOBICHO, Byilb Jackd. HpoKouevabtyiirees 3 Baiim AKAPEM U OVpHMBIIE 1020
inthopmaii.

RUIIANKIE BaM 80 i muskig

KLY

Inmi gikapeski 3acodn ra Ejaupasza

Hemae jaanux 11po B3aeMo Lo janoro JKapesKkoro 3aco0y 3 iz iKapeh A 5ac0f s
lMosinomre Baworo nikaps. dapmauesra ado mepcccipy, skino Bu upuitvacie, neiamio
npuimaiv ado nuanyere HpuiAMari dy/ih-#Ki N akapenki sacoon

Barirnicrs i rojpysanus rpyjyno

Ao Bu saritii, abo rojyere rpyauo, abo BBAKACTC, 1O MOKCIC QY1 Bai 11HOW. 400 1IANYE (e
MATH AMTHRY, nopaibrecs 3 Bainum dikapem abo apyMauenron pepes rasM, sk ity
HiKapehkuii sacio.

Biume na sparnicrs kepysarn anroMoniies i pukopine OBYRTH MEXHtisvn
LleAi nikapchkuil 3acif HCe MaC KOJAHOTO Hi MAC NCAUELULLT BB ba Wi KCPYBAL
ABTOMODLIEM TA BUKOPUCTOBYBATH MCXAHI3MHM.

Emanpasa micrurs narpiii
Lleit npenapar sicrwrs 0,482 mmonn natpio (abo 11,1 mr) y dhaxeni. Lle norpiGno npaxanvsar

3. Sk sacrocosysaTn Fianpasy

3apxkin 3acroconyiire Heil Hikapehkuii 3acio came Tak. sk ioro Baw bpuanadur Baw ikap. Hkoo
Bu He Bnierueni. nopajikrecs ta nepesipre npusnavesis patos ¢ Bat JiKapes

Bu noeunui npuiitMaTy jlaumii npenapar tin HArmAoM JKaps, 400 MeACCCIPIL KD MAIO 1 AOCHLL |
AiKyBanHi curpomy Xawrepa, aho s Merabositiin POAITRLB,

Pexomenyiosana joza — ingysis 0.5 wr (nig-mizirpama) Ha KoACH KLIOrpam sMucH i, | epea
sacrocysBanisyv Enanpasa possoianibes v 9 s/ (0.9%) POSUIEY Ha PHO XIOpiay s s
[icas POSBCICHHA  LIPCHAPAT  BBOAMTBCA  LLIANONM  sHY I PLTTHBOBCHNIO) LN [KPAICHBID ],
3Buuaitno indysin TpuBac Bij | 10 3 10MH | HPOBOILITLUA BIOTH %

3acrocysanns y jiveii i nijLiirkis
Jlikapeekuit 3acil 3aCTOCOBYIOTS AVISM 18 NIUITTRAM & O/aKORIT 3 HOPOLITIME L0
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Axmo By upnitnsi Enanpasy 6isie nin nn'rniﬁuu
Hemae ganmx 11po BUIaIKN 1CPCrO3YBAIHS Ll iy AKAPCBRAM 3ac000Mm,

Stkmo Bu sadyan npuitusn Eoupasy

Skwo Bu npouyeruim indysiio LJl:lllp:lill Oy nacka. 38'suKiThes 3 Baum fdikapem

Axuto y Bac ¢ Gynb-aki nojaisini saimranis 1o (e 3aCTOCYREHHN 1HOIO IPEnapaty, mepitihen e
Baworo nikaps abo mezcecrpu.

4. Moxausi nodiuni peakuii

AR 1 OyNb-skmit JHiKaApehnit 3acil, Hell upenapaT MOKe BEKIHKATT HOABIE Peda
CIOCTEPIIAIOTHEH HE Y BCIN LaliCI .

bisbwicrs noGiunux pearitiit sersi ado OMIPHI 38 CTYHCHEN THARKOCTL T ¢ by 3HMAL 0000k
ACSKI 3 HHMX MOXKYTh OyTH CEPHOZHHMHM. 3 MaCOM KUIBKICTH O #3aiex 4 iHY3IeI0  peakiii
IMEHILIYETHCS,

SIkmo y Bac € upobaemn s inxannsv 3 abo 609 lianosy. neraitno nosigomre Bamoro aikaps i
HETAHNO SBEPUITHLON 33 MM THOI0 101HOMOT010,

Hyxe vactumn noGiunumu peaxuismm (MOZKYTL BrHumkitytst Oliibit nbk v |4 10 naicirisg ¢
* MOHOBHMIT OLIL;

* NABMULICHWI apTepiasbiuil THEK, NPUILIMBH KPOS! 110 0B i3 (HOMCPBOIIITH

* BAMINIKA, CBHCTAYE JIMXAHIIN:

* OLIb Yy HMBOTI, HYHOTA, SIOBANA, PN/ HUIVIKY, wacTi i/aGo DLAKL BRUOPOKHCH

* Bistb y rpyasx;

* KPONMB'SHKA, BUCKIL, CBEPOIA:

* IUXOMAHKA!

* HAOPSAK y MiCLU POBE;IEHIs HYY3iT:

* peaxiuil, nos'szani 3 indysismn (e, Posjin « Ocodiusocmi womoc v | ITRIET

Yactumu nodiunmmm peaKiismit (MORYTL Bt Ky y D3 L0 gardiceerin) o

* 3AIAMOPOHCHH, TPEMOP:

* Taxikapjtis, apuT™mis, 1ianos;

* SHHHKEHUA apTepianbumnil THek;

* YCKIIA[HCHHSA ANXAHHS, KALC/Ib, IPUCKOPEHE MXAHIA, HI3LKUIT PIBCUL KICHIO 7 KPORI:
* HAOPSK A3mKa;

* TTOMEPBOHIHHS LLIKIPH;

s aprpasnris;

* HAOPAK KIMILIBOK, HaOPsK 00mus,

HoOidHumMI peaxilismn. 4actora SKUX HERLIOMA (YACTOTY 11E MoHI i POBPAXVEATIE 3 1RISBHIM
HauuMK) c:

* cepifodni anepriuni peaxiit.

Hosigomaenun npo nodivii peaKiit

Ao y Bac BUHUKIN Oy/th-5K1 100iuHi PeaKil, 3BCPHITLHLH 0 Batrore Aixapa, gapmancsra wdo
A0 meicectpu. Lle Brouae Oy h-skl MOMKIIMBL 10611 poariil
BRI B TAKOK MOKCTC HOBILOMUIH 11PO 110614 ] PEAKILT DCTUOCEPL UL UCPET HATHO RN
cueremy 3BiTHOCTE (JMB. nmucuc). llosijlomisioun PO HoBiuk! peakiut. B sumcie oiovos
Hajari Ginbine indopmauii wonoe Ge2nexi whLoro npeapa

G 3U3IRUCH 2o

Y BEETRA

Cuoayuene Kopoaiserso

Cxema soBrol Kapru

Bedcaiir: hltp /Iwww.mhra.gov.uk/yelloweard abo smaiijit, JKoBry Kapry ACHTCIBA 3 KOHIDOMIO
38 SKICTIO JlKapebKiX 3acodis na Google Play abo Apple App Store.
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Ipaanpis

DapmakoHarIAA ipAaHACHKOT Pajiy 3 HIKaPCHKIX 3uco6is
Epacdopr Teppac (Farisfort Terrace)

IRL - HyGain 2

Ten.: 4353 1 676497

Dakce: 333 | 6762517

Bebeaitr: www.hpra.ie

e-mail: medsafety@hpra.ic

5. Sk sbepirary Enanpasy

36epiraitre y nepocTynHoMy Juis el mici.

He 3acrocosyiire npenapar nicas saxkinuerns FEPMIIY HPHARTHOCT, 383HAYCHOT O Ha VIARO81
Mara 3akinuenus repMiny ApUAXTHOCTI BIHOCHTLES 1O OCTAlIEOIO 1 MICHILSE. 3aHauchoro na
YNAaKoBL.

36epirari B XOJI0MILHUKY 11PpH remueparypi 2°C - §°C.

He samopoxysari.

He 3acrocosyiire ueit upenapat. sxkmo Bu nosin AMINY KOULOPY 00 NPHEYTHICTE CTOpOLiy
HACTOK.

He ckupaiire Oyin-nki jaikm y xasauizaniiini croxn | e BUKMAAITC TX PAZOM 1 110OVIORNNE
BiIXofMamu. 3anuraitre (apmaicrra, Ak yrusigysam ik axi Bo s pe e '
3aXO0/IM AONOMOKYTh 3AXHCTHTH HABKOIHUIHC CEPE/I0BHINE,

6. Bmict yuakosku va inu indiopmaiis

Hlo micrurs Esanpasa

Mitowoio pevoBuioo ¢ inypeyindaza, sxka ¢ (GopMOIO OACKKOIO  (hepMeniy  vpotar 2
Cyibparasm. {Elypcy;lb{[m'sil OTPHMANA HA JHHIT KAFTHI Z00/UHH 430 TOHOMOTOI 10 1 peine]
iHoKeHepiT (Bona BKIIoYac Ja00PATOPHE BHECCHUN I'CHCTHYHOT IQOPMALLT v IHOINCKKD KT, $K]
noTim OyayTh BUPOOISTH HEOOXi 1Ml hepment).

Koxen puakor Enanpasu smicturs 6 mr Liypeyisdaii,

I M3 KOHUEHTPATY JULE PO3HUIY i v Micriors, 2wy LIVPCVtnhthas

Honomizui pevosunn — nonicopdar 20, HATPUO 0P, HATPIC FIAPOPOCHATY  1Cilial DT,
HATPITO Anrijpodocdary Mouoriipar, Boxa s ki,

Hx Burasutac Enanpasa ra smicr yuakosxu

Lleit nikapeokuii 3acié ¢ koruenrparom Ui POBUHRBY Ut by 3iil, o smme cofowe npoteny an
AICrK2 ONANCCHCHTHY BE08PRHY PILRHY Y CKISITHX (haakonax,

Koskern hraron smicrrn 3 s KOMICHTTPATY JUIH pOssisly 2 gy st

Enanpasa moxe 6yru posjacosana 1o L, 4 ra 10 duakonis B gaproniix KOpobxax. Y npojamy
MOXYTb OYTH e BCI PO3MIPI VIIAKOBOK.

Baacnux pecerpaniitnoro uocesijacn s

laiiep Xuiomen Jlkenerix Tepanic Ab (Shire Human Genetic Merapies AR
Bacararan 7

111 20 Crokrosnm

Hlnertin

Teu.: +44(0)1256 894 959

E-mail: medinfoEMEA @shire.com

Vasagatan 7

111 20 Stockholm

Sweden

Tel.: +44(0)1256 894 959

E-mail: medinfoEMEAG@shire.com
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Bupobuuk

[laiiep Dapmacsiorukans Aitnens Jir (Shire Pharmaceuticals reland Linied)
bnok 2 va 3, «Maiisen 1 Liazan»,

Byt Jloyep berror 50-58,

Hy06utin 2, Ipsianiis

Block 2 & 3, «Miesian Plazay,
50-58 Baggot Street Lower.
Dublin 2, Ireland

Hara ocrannnoro HEPCI/BULY HLOTO JOICTRA-BR GG - rpyaens 2017,
Lleit npenapar zapeccrponanmit 4 HPONSAYDPOIO "muisgTror odetasm’ e
PUIKICTH XBOPOOM Y10 HEMOKIMEO QUPHMATH HOBIY HPOPMALIIO HPOIAHIN LIRADCRKT tac i,
Epponeiichka arentlis 3 nikapenkux 3acobin HIOPOKRY PO3FAHATHME Oyib-sRY 108y inhopmaitio.
AIKA CTOCYETHCH NIPEriapara. { OHOBIIOBATH JAHIIT JHCTOK- BRAMLIL v MIPY HEQDX IO

I ukepena indopyanii

Heranwna indopmanis upo wuci npenapar aocTynug ma peO-cairt CBpOUCHCHKO] arsi
AikapehLkux 3acobin: hitp:/www.ema.curopa.cu. € Takowm HOCHADIGTE 18 (01 act At
PUAKICHUX 3aXBOPIOBAHD Ta IX J1iKkyBaitis.

Heit nucrox-prnajmmn jocrymimit na seix smosax CC/CE3 ma caiir] Caponcienkol arehuli
JKapeLKitX 3acobin.

Hacrynna inopmattis npuznasenna muie s seuminx HpAiB KR

Inerpyxnis i3 sacrocyBanus, possejenus i vrwiisanii

1. PospaxysaTi 3araisiy 03y, MO HOBMHIA Oy TH BBEHCHA | KLABKICTH (uIaRo 1 3 1 i

2. Po3pectu saranniii obes EAAUPasit, KOHUCHTPATY JUIS LPWEOTY RN DOSUMHY s v,
AKHA  HCOONLWIO  sueern, v 100wy POBHHIY  BATPIC NLOPEAY Y At w00 oo
indysiit. Perkomenyernes Bro;

AraILIMI 00 eM Indiv3ii, BukopucToBYIom i hiipp

diaverpom _nop 0.2 mxm. Heobxio NOTPHMYBATHOH  QOCPLAKINOC) Vi aADe RISy
CTEPHIILHOCTI  1IPUIOTOBAHMX  POBYMIIB, OCKLILKIL Efastpasa ue micmins  Koweepsgiitip  ato
Gakrepiocraruuoro areHTy; HCOOXIANO HOTDUMYBATHCH ACCHT KN Oupasy nicaw pos

PO3MMH OOEPEIKHO HEPEMILIYIOTS, AC HE CIPYILIYIOTE.

3. Tlepen sacrocysanusm 1l possin HOTPIOHO BIIYWILHO LCPDCRIPUI OAG HARBHCCT]
HACTOK Ta 3MiH KoJbopy. He crpyurynary,

4. PekOMEHJYEThCS 1HOMMHATH BBEJCHHS AKHRILIBIULC 1ic s PORBCHCEISE. Xiniyna ¢ diznus
crabisbHicTs possesicHoro PO3HHHY HPOJCMOHCTPORAN HPOTHIOM 8 10/ 1pr 23°C,

5. He cain BBojmTi Enanpasy ojmouacio s i SUKAPCHKIAM FaCO0aMIt B 1101 e ey 1 il
TpyOLULL.

6. JInute 15 0JIHOPAZOBOIO RUKOPHCTAIS, Hesukopucranuit tivapenxmii 2acid c.in vin
BIINOBLILHO /10 MICIEBHUX BUMOL,



