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Read all of this leafiet carefully bafore you
start taking this medicine because il contaimg
Impertant informatien for you.

« Heep this leaflet. You may need 1o fead £ agan
- M you have any Rorther questions, nak your
doctor o pharmacst

- This masdicana P bwn preacribed for you snly
De ot pas K an 5 athers. it may harm mam_
ween if their sigrs of Bness are the same s

yours,
= IF you get any side effects, talk e your doctor or

Frarmacnl This meides any pesaitie wos

efests not beted 1 nis inafel See secton 4

What is in this leafiel

1. What Grargidam i and what £ s sed for
2 What you need te inaw belore you take
Grargudarm

3 Hew to take Granpidam

4 Poasible site eflechi

5, How 1 slore Granpsam

£ Conlents of Pw pack and ofner micemanse

1. Wnal Granpidam Is and witet
I is used for

Granpidam cortains the sctve
widerafil whech beiorgs 1o & group of
called phosphodaritersse bype 5 [PDES)
Inhiiton

Grargam brngs dewn Bood pressune in e
lungs by widaning the blood vessals in the lungs.
Grangidam i Lsed 1o reat sduls -u:hn-n
wnd

Cther medicines and Granpidam
Tall your Gocios of Pharmacet if yau s kg,
hawe recently takon ar migR bkie ey olher

medicines
+ Meditines cortaining ntrstes. of nirc oside
danors such ek Ayl rtrate “poppers’)

madicines are oflen givan for rebel of sngina
pechons of “chest pan” (e secton 2 Do nel

take
+ To¥ your docter of pharmacst I you am aleady
taking riccigus
Wm&mwul

mmu: ok Wort harsal
mm_q ritampien (used o ireat

. phamgton
wmwlm amang airer, 3 traat
aphapvy|

- Blges therning medicines [ior ssampie wartarin]
MEROUGH hese dad not rewull in any side sfec

mmam

lowering of youwr Bleod pressure (.9 diziness,
bght hessednanel

Grangidam with food and drink

fom 108 17 y
‘blood pressure in e mm—nnw
(putmanary artenal hypeenson)

2. Whal you need to know beflor
you teke Granpicam

De nol take Granpidam
« il you are alkergie 1o widerali of any of the sther
Ingredueiy of this medhcine (beted in section 6]

# you e Medcines contaming nirates
o N Saide danae daich ik ary! néade
medicnes are oflen given

g not cartmin, ask your docise of pharmacis!.
« #yeu ae taking m Thes drug = used to
st

hould Pt b given
EBearing potential uniess using aDpropris
contiacopiive methods
Stan breawt-leeing when you Man Granpdam
treatment Granpidam should not be given 1o
WOTen whe are bewmed-Aseding wince 8 & ret
PatiEs

il

Drving and using machines

Deanpidam can cause dzzness and can affect
VIsian You shousd be swere of how you react t
e medizing betne pou dove o usg machingy,

Grangidam contains laciose
IF yeu have been foid by your docted that you

rotut

Abwmys Eake T madeting Enacty ot you dector
s 154 you Check wilh your docloe o

rosgual & eie uneurs fell your doctor

- # you have recently had a siroke, & heart arack
o I yOu Pave savers ver daease of vely iow
biood pressurs (<RS0 mmikg)

- if you are taking & meditine 1o buat fungel
bt buch i L

B i you are net sur.

Far agults, the recommended doss s 20 mg
ihree imes 8§ day (kon 6 o § hours asar) ken
with af without foed

(T

Use i children and adolescents

For chitten and idolescents aged 1 yoar io 17
Fears oid, the iecemmendod dose m ether mw
Prem hrren ® day for crudien ana

:uw-zo-w thiee m-qh-m

o Medicnes cortaining ritenavir (e Hiv)

= # you have wver had loss of vison becaute of
problem s biood fow 12 e nerve it the eye
€allag nor-anteiflic srteno BORBRMSC Ophc

neuropatty (NAION) and other younger patienis who arg nat able fo
wwaliow tabiets
‘Warnngs and precautions.
Talk io your docter -] It yous taka than you shoukd
you ¥ou wheus not tase mare Meticire than your
- have & dmeass due Io & blocked of nancw vein  doctar el you to.
in the lungs rashar than o blocked of Farrow 1T oo tadie more medicing Man you have been
anay fokd o bake contact yeur doctar
+ lve & severe Peart probiem Tuking more: I U Wil iy

« hitve & prabiem with ihe pumping chambers of
your heant

- harve high blocd pressure in The blood vesseds in
e lungs.
- have low Biood pressse ot e

< lote a b
mwmmmuu- ot or de not

Pgmentoss).

- have an abrosmaiy of red biood ceds (uckia
cll snaemia). cancet of blocd cells
(lewkamrmin]. cancer of one marrow (multiple
myeiomal, or wny disease or gaformity of the
para

+ wrranily have a stomach wicer, » biesding
Al {Buch a8 RaEMESERdE) o probleme wiih
nase bireds

- take medicines for erechie dystunction

Whini imad

M you turget o take Grampidam
1 ¥5u oiget 1o take takm & cose an
SO0 B4 §OU FITAMmBOr, then continue 1o tke
your madicine af e usual tmes. Do rot take @
duutle Sose 10 make up o1 & Reigolien dows

M you shap Laking Granpidam
Suddanly stoppeng your rRatment win

doclor lels you fo Your doctor may ted yeu 1o
Teduce the Gove over & few days belore slegping
complaisly

I you have wny hather questions on the we of
il madicing. ask your docior o

(ED), the following vicual side #%ects have bean

1 # urimown . sudden,
lemporary of permanent Secreass of loas of
¥inion in ehe of both syes.

¥ yeu sxparmnce suoden dedesse o loss of
viion, stop faking Granpidam and contact
FBUT d2C85T immediately [ses who section 4)

meie than 4 hours, §i0g taking n-uplul and
Ernact your docto! immediastely (e Ao
wotign 4

Epacial comanterahong for patients wen kigney or
bver probiams

Vou whauld beil your doclon If you have kidney of
frwt protleme, ke your dose may need 1S be
azated

IETATIYI Measai TA AR 12 A2 AR 40

Lk | tha mesicine can cause ide
wfects, aithough ot everybody gets Meem

iy of tha
mmmm G-wm-nma
docter

= #you have an erection, which lasis Continusualy
fot mom than 4 Reus. Prlanged and
Aerrwlimes pairid araciane have besn
repared i men shar teiing sildenafl
[requency nol knewm).

Aty

Side eMects reperiad very commanly [ay aoct
imede than 1 in 10 peopie) were headache, facial
Tushing, indgestice, dilhoea and pain in the
e o e
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Side eflects reported commenly (may afect up o This leafiet was. las! revised in 112018,

1 iR 10 people) inchuded infeciion unda the skin,

fusilen symptarm,
reduced number of 1ed bood cels hwl.

Skan rash and sudoen decrease of oes of

g bisod
been reporied ml an unknown heguency
(requancy cannct be estimated from e
avatatie data)

R anc nosebieed

Side efects reported {may affect w5 10
1 10 people) ware muses.

Srachions, praumonis and rury note
Reparting of side eflects

I you get any side efects. ik 1o your doctor or
pharmacial The nciudes any possible sae

#ficis rot sted in this seaet. By reporieg aide
#ect you can help sovide mote nformaton on
mesdicine.

For Urited Kingdom- You can ks report tide
affects deectly via Yoliow Caid Scheme. Webste
W TP GO ukyefwoarg

Fot Ieslana. You can aiss report side afects

For Mais- Mmmmmm
ety via ADR Raparing. Wabata
W Madiinaautharty o madegortal

5. Haw o slore Granpsdam

Keep this medicins st of the sight and fach of
chiaren

Do rot use this medicine afler the expiry date
which is stated on the carion and blster ater
“EXF". The axpiry date reters 15 e last day of
that menth.

This medicinal product does not reauire sey
ApeCal erkge cordbors

Do met theow away ary medicines via wastowaser
¢ haunehold wasis Asi your harmacist haw io

theow away medicines you na longwr use, These
heis protact

€. Contents of the pack and
other infarmation

What Granpidam contains
o

whdenst
‘cortaine 20 mg of silderati (as citrata)

Fiim coat hypromelione (18cp) (E454), Baniam
dicxigde (E171), lactoss manchydrate, iracetn

lookn iiky of
e pack
White 1o off white, round shaped. spprosimately

llmhmm fim-coated tables.
menmmwMum
e

Granpidam 20 mg Him-coated tablats are
provased in FYCikly bister packs containing 80
inbigts #nd in PYC/AK Ganies packs containng
300 tablets

ol pack awe may be markmied

Marketing Autharisation Heide!

Accord Healtheats Limitud

Sage rouse, 315 Priner Road, Mo Harow,
Micdleser, MAY gHF

United Kingdom

Manufacturer
Accard Healthare Limited
Sage house, 315 Prines road, Nedin Harow,

Middimses HAT 44F,
United Kingdam
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Package leaflet: Inlormation foi the patien]

Granpidam 20 mg
film-coated tablets

o pRarmasil
- Thas madwsing e been proacribed for you only
Do not pass i on %o cthers. it may har hem,
even if it sigre of Bnese are the same a5

yours
- you get ey side sMects, talk o your doctor or

This Inchudes any potaible site
whects ret lsted in iy salel Gen scton 4
What is in this leafiet

1. What Granpidam is ane whint £ is used for
2 What you eed b0 know bafors you take

Granpidam

3. How fo take Grangdam

4 Possbie srde e¥ects

5. How 1o stone

€ Contenty of the pack and other inferration

1. Wnal Granpidam is and whrt
it i3 uped for
Grangatam sbttaney

coniaing T sctve
hianal which belongs 19 8 grou of medicinen
Ty 5 1]

and sdoiescents from 1 10 17 years old with high

Children

1 year of age.

pectoris of “chest pain” (ves sackion 3 Do nat
take Grangidsm)
« Tl your decter or pharmacist f you ate aieady
takang ressguat

Bacterial carbamazeping, shenyton
and phencharital (sed, ameng oiben, 1o treat

- Boed Minrung medicines {lor eLamgle wartarr)
mhl—«mm in wny side eflact

medicines may CaLme §yTEIo rewuling in the

lownring of your biood pressure (e g daziness,
light hessedrees)

‘Grangidam with focd and drink

bicod pressur e e
(puimanasy anerial ypedensen)

2. Whal you need ti know befor
you take Granpidam

Da not take
= i yeu are aergic 1o silderahl or any o the Sar
Ingredmns of this medicing (kind in section &)

leneran f e mEdicine Gassen mic fhe breast
ik,

Driving and using machines
dizrress and can ofect

wision. You shoud be sware of how you reast i
e medicinn balore you dive o use Machnes

Granpidam containg lactose

- i yoia have recenity had o siroke. a eart aftack
o If you have severe v deaaee of ey low
bivod prewsure (<3050 membg|

+ W you are taking @ medecine fo eat lungad
Irlectians such #s

Abwmys take Tha Medicing exacty 84 your dozs!
Fias told you Chesk with your ocior o
hasmacist if you are not sure.

Fod adults. e tecommendsd dew b 20 mg
ihree bmes a day flaken 6 to 8 hours apart) taken
with o1 witheut foodt

Usa in children and adolescents

of medicines comairng rtanavir (ke HIY).

- W you have ever had loss of vision becauss of 8
probiem weh biood fow io the nerve in the sye
anterior

10 patients 520 kg

than you should

cabied Pon-arieng
e s . i "mwmmnmwm
wwaliow tatiet
Warnings and precautions
Tak to your goctor g ¥ you lake
your

= harve B cisERse due 10 8 Blocked of NaTow ven
In e unge rathes than & Blocked or narrow
artary,

- have & severe heant probiem

- have & probiem with the pumping chambers. of
your haart

- Pave fagh biood pressurs in the biood vessais in
e .

- hawe low bload pressune 81 st

- loss 3 large amount of Bedty fuide

Which can ooeur wher o iweat @ ot o do not
ek ansugh biude Munhmi'm“
=k Wit & fuvar, vomiting, o darroes

« VR 8 fafe inhereed £7e dmamse (refinhiy

pigmentesa)
- have g abrarmaity of red Blood colls (uckie
el calls

M ﬂ“mvlﬁﬁq("

vmhluldw—m_r a piseding
Seonint Jotchy St Ioomeshii o pesbiors il
nose bleeds

- take medicnes for erectile dystuncion

Yo shouid not fake mate medicine har your
doctor teds you 1o,

I you take mrore Mg Ihan you Aave been
told o take contact your doctes mmecsately

incrnase tha risk of known side flects
If you forget i take Granpidam
1 you forgét 16 take Granpadam_ take o dowe as
double dows s make Lp fod o lorgosien dose.
I you stop taking Granpidam

etiing
worss D not wiop taking Grargidam uriess pour

Boctod el you bs Your docior may tell yeu to
renuce B dose ver B lew days betore Mopping
completely,

I e v ainy Rurther guastiors on the: use of
Fhis MEaREing. Bak your dochar or pharmaciet

Like ail medicines, this medicing can cause side
#Racta. atthough not everybody gets them

¥t . uknown ; é ¥l
lmmparary, er oan ol e ¥ of the tolowing
Eaarboh e Boctor emmediabely (sew AN Bection 2

# you erparience sudden deciesse o ioes of
viion, stop taking Granpidam and contact
yEUr doctef immediately (boe mho secton 4

Protonged and sematmes paitfid srectans have
been reparied in men after taking sideretl If you
Fave an wewcion, which Wals centinuously for
e e 4 hours. st taking G-uuuum
contact your decier immedialely (soe

ection &)
Spocral v patients )
Wver protiems

Vols wroisd tel o doctar If yew have Kdney or

Bheur probilema. as pour dose may resd ta be
aajsted

(673735) Date: 08-02-17
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Sute efects raported very commardy (may aflect
mang than 1 in 10 peopie] were neadache, facial
fushing, indigestion, Ganheen #hd pam 1 the
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Eide effects reported commenty (may Bfect up ts
T in 1 peopis) included: infectian

andar e, and bress! aristgemant i men

Skirt faafy ar yudden decieass of oes of

meahunxmm
peopiel. alergic reaction (such ae En rash,

1 16 people] ware rauses,
BIBCHONS. preumonia and rury nose:

Reporting of side effects

Hyou get any side effects, talk to your doctos e
prarmacial This includes any poseies side
efocts not listed in the leaflet By Ieporting sde
Mmm_ Provide more information on

Side uflects reponied commonsy (mary affect 1 ks
incieased

Fer United Kingdom- You can miss rapon side
eflects drecily via Yelow Card Scheme, Wetite:
ukfywliweand

For imiang- You can aisa report side eMecty

Tel: +353 1 §TB4671
Fax: +353 1 6762517
Vit wawe hora i

For Maka- You can alss repon sde sflects
Hiraclly vis ADR Baparting,
boic @w mi/adrpertal

. How to siore Granpidam
Kt s adiorss out of the sigh and reach of
chilgren.

De et use this medicine after the erpiy date
which % stated on the carlon ane blister afer
EXF Thi sapiry date refers o the et day of
trat manen,

This medicinal praduct does not requine ary
wpocisl sicvage constions

Do ot Bwow ¥ ay .

o halaehold wasle Ask your phamucis! how i
Ihow away medcines. yau no longer uss. These
MEasLTEs wil Pep protect the ervirenmiant

. Contents of the pack and
other inlormation

What Granpidam comtaing
- Tha sctive substance s sikberal Esch table

Film cost: Pypramelioss |1 Scp) (E464), tanium
Wonids (E171), msiose manshydrate. triscetin

What Granpdam looks like and contents of
e pack

Weile 1 0f weite. round shaped, apgormately
68 mm i dismeter. bicomves_ tm-coated tabists,
Sabasand with 20 5 one side and plain on oitr
(1]

Geanpatam 20 mg Mim-costed fablels are ains
proveded in PUC/AL periorated unt Sose imier
Packs containing 1501, B0xT ene 300v1 tabists
ot all pack sires may be rarkeind
wmummmmw
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Sage Hause, :uhm-«lnu Narih Harmew,

h HAY &
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&7 T8 Nare: ARATAT

Manutacturer

Aocord Healthearn Limites
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United
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Kingdom
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Iepexaan auerka-prnaanma: Indopmauis s nauienTta

I'panninam
Tabaerkn, BRKpuTI 11iBKOBOI0 060/10HK010, 20 MI

Cunnenadin
VYBaxKHO npouHTaiiTe wueii JHCTOK-BKJIAIHIL, Tepel THM, SIK PO3N0YATH
3aCTOCYBaHHHA npenmapartry, OCKIJIBKH BiH MICTHTH BAXKJIMBY 1asi  Bac
iHopmauiio.
- 30epiraiiTe ueil THCTOK-BKIATHIN IS Toro, mod nepeuntaTn ioro y pasi
HeoOX1IHOCTI.
- Skio y Bac BUHMKaIOTh 101aTKOBI 3anuTanHs, 3BEPHITBCS 10 CBOTO Jlikaps a6o
dapmauesTa.
- Le# nikapcpkuii 3aci6 npusHavennii nume s Bac, He nepegaBanTe HOro IHIIMM
0co0aM, Tak sK BiH MOXKe 3aB/IaTH IM LIKOJM, HAaBITh AKIIO B HUX Ti CaMi CHMIITOMH
XBOpoOH, 110 i y Bac.
- JAxwo y Bac BunMKIM HeGakaHi sBHIa, 3BEPHITBECA /10 CBOTO Jikaps a6o
¢apmanesra. Lle cTocyeTbesi HebGaXcaHux SBHILI, HE BKa3aHWX B UBOMY JIHCTKY-
BKJIaaui. J{uB. poszin 4.
Ska indopmauis naBegena B UBOMY JIHCTKY-BKJIaAHIII
1. o Take I'panminawm, i 1715 woro iforo 3aCTOCOBYHOTb.
2. Ilo cnin 3HaTH nepen mo4aTkom 3aCTOCYBaHHs npenapary [ 'pannigam.
3. Sk cnin 3actocoByBartu I'panmigam.
4. Moxnusi HebaxaHi sBUIIA.
5. 5l cnin 36epiratu [Mpanmnigam.
6. BmicT ynmakoBku Ta inmma inpopmaris.
1. o Taxe I'panniaam, i ;s yoro iioro 3aCTOCOBYHOThH
I'panmizam mictute airouy PCHOBHHY CHINEHA(IN, sIKa HANeKUTh A0 TIPYNH
JIKapChbKUX 3aco0iB, Ky HA3MBAIOTH iHridiTopamu  ochoaiecrepasu THILY 5
(PDES).
I'panninam sumkye aprepianbuit Tuck Y JIreHsX, pPO3IIUPIOIOYH CYAHHH B
Jerensx. I'paHniziam 3acTOCOBYeThCS IS JTiKyBaHHS JAOpOCIHX, AiTel i MiAniTKiB
Bin 1 no 17 pokiB 3 mimsumeHHM apTepiaibHUM THCKOM Yy CYAMHAX JIereHiB
(JIereHeBa aprepiaibHa rimeprensis).
2. o cix 3HATH mepea noyaTkom 3acTocyBaHHsi npenapary I'pannigam
Bawm ne cain 3acrocoysarn I'pannizam:
- 32 HasABHOCTI aieprii Ha cunnenadin a6o 1o OyAb-KOTO IHIIOr0 KOMIIOHEHTa
Lporo nmpemnapary (nepeik y posaini 6).
- sIKIo By npuiimaere nikaperki 3aco6u, mo MicTsTs HITpaTH, aGo JIOHOPH OKCHIY
asoTy, TaKi SK aminatpara («mommepcy). Lli NpenapaTy 4acTo NMpU3HAYAIOTH IS
nosermeHHs 6omo B rpyasx (a6o «cTeHokapaii»). I'pannigam moxe CIIPUYUHHUTH
CepHo3He MoCuIeHHs epekTiB wux mikis. SIxmo Bu 3aCTOCOBY€TE OYAb-AKHII 13 LIMX
[Iperaparis, IOBiIOMTe npo ue cBoro jikapsa. Sxmo Bu He BneBHeni B 1bOMY,
3BEPHITBCA 10 CBOIO JIikaps Yu (hapMaresTa.

—
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- AKo Bu npuitmaere puounryar. [eit NpenapaT 3aCTOCOBYETLCS JUIS JIIKYBAHHS
JICTEHEBOI apTepiaibHOi rinmeprensii (ToGTO BHCOKOrO apTepialbHOTO THCKY B
JIETeHSIX) Ta XPOHIYHOT TPOMGOEMBOTIUHOT JTereHeRo] rineprensii (To6To BHCOKOTro
KPOB'SHOT'O TUCKY B JI€reHSIX, IO € 110 € HACJI1IKOM YTBOPEHHS TpoMGiB). Bussneno,
mo inribitopu PDES, Taki sk CHUIIEHA(LI, TTOCHIIOIOTE TIMOTEH3UBHY /IO 1[LOTO
npenapaty. Slkuo Bu npuiimaere puonuryat abo He BIIEBHEHI, MOBiIOMTe npo 1e
CBOI'O JiKaps.

- AKIIO Bu HenasHo nepeneciu IHCYTIBT, iH(apKkT aGo y Bac Bajke 3aXBOPIOBAHHS
NeyiHKH abo Jyxe HU3LKUIA KPOB'SHUIE THCK (<90/50 mm pr.cT.).

- AKmo Bu mpuiimMaere npenaparu nns JMIKYBaHHS TPUOKOBHX iHMEKMiH, Taki sk
KeTOKOHa301 abo iTpakoHaszon, abo MpenapaT, 10 MICTATh PHTOHABip (as
nikyBanHs BIJT).

- AKIIO By konm-HeGyas Brpavau 31p uepes npobiemy TMPHUILIMBY KPOBi 710 HepBa
Oka, fKa HasHBAETbCA HEAPTEPUTHUHOIO TMEPEeNHBLON IIEeMIYHOO ONTUYHOIO
HeBponariero (NAION).

3acrepeskeHHs Ta 3an06ixkHi 3ax01H

[IpokoHcynbTyiiTech 3i cBoiM JMKapeM [0 MovaTKy 3aCTOCYBaHHA Ipenapary
I'panninam y Bunanky, skumo Bu:

- Mac€Te 3aXBOPIOBAHHS 4epe3 3aKyIopeHy abo By3bKy BEHY B JIeT€HAX, a He
3aKyINopeHy abo By3bKy apTepiio.

- Ma€eTe Cepio3He cepleBe 3aXBOPIOBAHHS.

- MaeTe npodieMH 3 HACOCHUMH KaMepamu Baroro cepus

- MA€Te BUCOKMH apTepialbHUil THCK Y CYIHHAX JICreHiB.

- Ma€Te HU3bKHI apTepialbHUI THCK Y CTaHi CMOKOIO.

- BTpava€Te BENHUKY KUIbKICTh pifuiy B opradizmi (3HCBOZIHEHHS), MO MOsKe OyTu
CIPHYHMHCHO THM, 110 Bu Garato motiete a6o He BkuBaeTe JAOCTaTHIO KIJIBKICTb
pizunu. e moxe GyTH MoB’s3aH0 3 JTIXOMAHKO10, O0BaHHsM a6o aiapeero.

- Mae€Te piJKiCHE cragkose 3aXBOPIOBaHHA 0YeH (PeTHHIT MmirMeHTHHi).

~ MacTe MOPYIICHHS €PUTPOLIUTIB (CePrOBHAHOK I THHHA aHEeMist ), pak KJIiTHH KpoBi
(nefikeMist), pak kicTkoBoOro MO3KYy (MHOXHHHAa Mieqoma) a6o Oyab-sike
3aXBOPIOBaHHS abo sedopmallito cTaTeBoro wiena.

- Hapasl € BUpa3Ka LITyHKa, TNopyIIeH A nepediry kpoBi (Hanpukiaj, reModiis)
abo HocoBi KpoBoTEYi,

- IpUHMaETe npenapaTy Bix CPEKTHIIBHOI TUC(YHKIIIT.

[Ipu 3actocyBanni Npenapary uis JiKyBaHHS epeKTHIILHOT AUChHYHKLIT y onoBikiB
(EIl) nosimomnsimocs PO HACTYIHI Bi3yanbHi MobiyHi edekTu 3 inriGitopamu
PDES, Bkmouaroyn cuiieHadin 3 HeBiIOMOO HacTOTOIO; 4YacTKOBe, parnToBe,
THUM4YacoBe abo nocTiiiHe 3HMWKEeHHS 260 BTpaTa 30py 0AHOro oka abo 060x oyeii.
Akmo Bu Bimuynm pantose 3umkenns a6o BTpaty 30py, NPHNHHITL NpuiiMaTH
I'paunizam Ta neraiino 3BEPHITELCS 10 CBOTO JiKkapst (uB. Takoxk posnin 4).
[osinomnsanocs npo tpusani ta inoni GosicHi epekuii y yonopikis mics pUiioMy
cunnenadiny. slkuo y Bac epekuis, sika TpUBae Oe3repepBHO MPOTAroM Ginbi Hisk
4 TOAMH, NPUNHHITD npuiimatu I'panninzam ta weraiino 3BEpPHITBLCS /10 CBOrO
JKaps (IUB. TaKOXK po3in 4).

Ocobnuei pexomendayii dns nayicHmie 3 3ax60pIBAHHIMU HUpPoK abo neyiny, e

(670733) Jlara: 30-09-16, 03-10-16
2



16

Sxuo y Bac € 3axBoproBaHHs HUPOK a00 MeviHKH, [OBIIOMTE PO 1€ CBOTO TiKaps.
MoxnuBo, 103a npuifoMy MOBHHHA OyTH CKOPHUIOBaHa.

JiTu

['panmijam He cj1ijl 3aCTOCOBYBATH B Teparii AiTel 10 1 poky.

Inuri aikapebki 3acoou Ta I'pannigam

Iosigomre cBoro nikaps a6o dapmanesTa, siKio Bu 3acTocoBy€Te, 3aCTOCOBYBAIH
paHiuie abo Mox1Bo Gynere 3acTocOBYBaTH GyAb-AKi JiKapchki 3ac06H,

- Jlikapcbki npenapaTH, 10 MiCTATh HITPaTH, ab0 JOHOPH OKCHMIY a30Ty, TaKi SK
aminHiTpar («momepeny»). Lli mpemapatd 4acTo Npu3HayaTh TS KyITipyBaHHS
CTeHOKapii abo «bomo B rpyasx» (AuB. po3in 2. Bam He cimia 3acTrocoByBatH
I'panninam)

- IloBizomre cBoro nikaps aGo dQapmauesra, sikmo Bu Bke 3acTOCOBYeTe
pHOLIUTYaT.

- Merozan sikyBaHHs NlereHeBoi rinepTensii (Hanpukia, 60cenHTaH, inonpoct)

- Jlikapcbki 3acobu, mo MicTATh 3BipoGidf (mikapcekuil 3aci6 pocaMHHOrO
TNOXOJDKEHHS), pPHUMaMIUMH (3aCTOCOBYETbs JUIA IIKyBaHHA OaKTepialbHHUX
1H¢eKuUii), kapbamasenin, deniToin Ta (enobGapSiTan (3acTOCOBYEThCH, cepe
IHIIOrO, AUIs JIIKYBaHHS emiiencii)

- JlikapehbKi 3ac00H 1714 po3pilKeHHst KpoBi (Hanpukiaz, Bapdapun), Xoua BOHU He
CIIPUYMHHIIA JKOJIHUX HeOaKaHUX SBHILL.

- Jlikapceki 3aco6u, 10 MICTATH epPHTPOMILIMH, KIAPUTPOMILIMH, TeliTpoMiluH
(aHTHOIOTHKH, SIKI 3aCTOCOBYIOTBCS JUISl JIIKYBAHHS [EBHMX OaxTepiansHUX
IHQeKii), caksinaBip (amsa nikysanus BIJI) a6o medasomon (mis TKYBaHHs
NCUXIYHOT jienpecii), OCKiTBKH, MOXJIMBO, 1033 TNPHIHOMY T[OBHHHA oytn
CKOPHUIOBaHa.

- Tepamis  anpda-6nokaTropom (HampuUKIan, MOKCA303MH) JUIS JKyBaHHS
NiJBUILEHOTO apTepialbHOrO THCKY abo mnpobiem 3 NpOCTATON, OCKIJIBKH
KOMOiHalis JBOX JiKapChKMX IIpenapatiB Mo)Ke BHKJIMKATH CHMIITOMH, IO
NPHU3BOJSATE 10 3HWKEGHHS apTepiajibHOro TUCKY (HampHKiIaz, 3araMOpOYeHHS,
NepeHENPUTOMHHUIA CTaH ).

3acrocyBanns I'pannigzamy 3 ixelo Ta HanmosiMu

He ciin nutu cik rpefindpyra nix yac nikysanns I'panmnigamom.

BaritunicTs Ta nepioa roaxysanus rpyamo

Skmo Bu BaritHi abo romyere rpymmio Ta MoxeTe 3aBariTHiTH a6o TIaHy€eTe
HapoXKyBaTH IMTHHY, IPOKOHCYJIbTYHTECH 31 CBOIM JlikapeM 4M (apmaiieBTa nepes
I0YaTKOM 3aCTOCyBaHHsA npemapary. I'panmizam He clin 3acTOcoBYBaTH TiJ yac
BariTHOCTI, OKPiM BUNAIKIB KpaitHb0i HeoOxinHoCTI. [panmigam He cis NpUiMaTH
JKIHKaM, sKi MOXYTh 3aBariTHITH, He BPaXxOBYIOUH 3aCTOCYBaHHS BIAMOBIIHHMX
METO/1B KOHTpaLemnLii.

CIia IPUNUHUTH TPy/IHE BUIOJOBYBAHHS 3 OYAaTKOM 3actocyBanHs ['panminamy.
I'panmizam He cnin npuitmMaTh )iHkam, sKi roayioTs rPYJI0, OCKIJIBKH HEBIAOMO,
YH Npenapar MpoHUKAe B TPY/IHE MOJIOKO.

KepyBaHHsi aBTOTPaHCHOPTHHMH 32¢00aMH Ta BHKOPHCTAHHS MALIHH:
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Yef

['pannizam Moxke BHKIMKATH 3armaMOpOYEHHsS 1 31aTHWH BIJIMBATH HA 3ip. Bu
MOBMHHI ~ 3HATH CBOIO peAKIil0 HA TMpemapar, mepul  HikK KepyBaTH
aBTOTPAaHCTIOPTHUMH 3aC00aMM Ta BUKOPUCTOBYBATH MalllHHH.

I'pannigam mictuts nakTosy

SAxmo Bawm nikap nosizomus Bac npo HemepeHocumicTs Bamm nesikux LIYKPIB,
3BEPHITBCSI /10 CBOTO JliKapsi Mepe/l 3aCTOCYBAHHAM IbOTO JIKAPCHKOTO 3aco0y.

3. Sk cain 3acrocoByBaTu I'pannizam

Criz 3aBxk1aM 3aCTOCOBYBaTH TpenapaT TAKMM YMHOM, K Bam MPU3HAYUB JiKap.
K10 Bu He BNeBHeHi B LbOMy, 3BEPHITBCS 10 CBOTO nikaps abo ¢apmanesra.

Jnsi nopocamx pexomMeH10BaHa 103a CTaHOBUTD 20 Mr TPHU4l Ha JeHb (3 iHTepBaIoM
BiZ 6 110 8 rozuH), mix yac ki UM He3aneKHO Bij npuiomMy Txi.

3acrocyBanns y aiteii Ta migmiTkis

HAnst niteid Ta migmitkis y siui Bix 1 poky o 17 POKIB peKOMEH/I0BaHa J03a
CTaHOBHTBH 10 Mr Tpudi Ha JleHs Juis AiTel Ta nimtiTkis < 20 kr a6o 20 mr TpHYl Ha
ACHb JUIst AiTel Ta miamiTkiB > 20 kr, mix yac ki uM HezanexkHO Bix npuiioMy 1xki.
binbwii no3u He cmix 3actocoByBatH y Tepamii iTef. [leit mpemapart cnig
3aCTOCOBYBATH JIMLIE y pasi 3actocyBaHHsA 20 Mr Tpuui Ha jeHb. IHmi NKapChKi
¢GopmMu MOKYTB GyTH GiNbII JOLITBHAME LTS 3acTOCyBaHHA nauieHTamu < 20 Kr Ta
IHIIMMH MOJIOJLIAMY MALli€HTaMH, SKi HE 3/aTHI KOBTATH Ta6/1eTKU.

Skwmo Bu 3acrocosyere I'pannizam y 6iibuiii KITbKOCTI, HiZK ¢J1i]

He cxin 3acTocoByBau npenapar y Ginburiii kinskocti, Hik Bam MPU3HAYMUB JIKap.
Axmo Bu 3actocoByere npenapar y Ginbmiiii kinbkocti, Hix Bawm MPU3HAYEHO,
HeraiHo 3BepHiTbCs 10 cBoro mikaps. [Ipuitom I'parnizamy y Oinbwiit KinbkocTi,
HIK CJIiJ1, MOXe 3G1IbIINTH PU3MK BiTOMHX HeGaKAHUX SBHIIL,

Sxmo Bu 3abynn npuitnsitu Fpannizam

Axio Bu 3a0ynu npuitsstu ['pannizam, npriimiTs 103y, SIK TIALKY 3rafiacTe, Haaai
NPOJIOBXKYHTe MpPUAMAaTH MNpenmapar y 3BHYAHOMY pexxumi. He npuiimaiite
MOJBIHY 103y 11 TOrO, 106 KOMITEHCYBaTH npuiom 3abyToi 103u.

Skmo Bu npununnre npuiimaru M'paunizam

Panrrose npunuuenns nikysanus I'panmigamMom mMoske NPU3BECTH 10 TOTO, 1110 Barmi
CHMITOMH mocuiaThest. He npununsiite npuitom I'paunizamy, sikimo Tinexu Bam
Mpo Ll He MOBIAOMHUTE Jikap. Baw nikap mMoxe 3MeHIIHTH Bamy nosy 3a kineka
JIHIB JI0 TIOBHOTO MPUITUHEHHS JliKyBaHHS,

Akmo y Bac BHHHKHYTH [07AaTKOBI 3alMTAHHA 1010 3aCTOCYBaHHS IIbOTO
Tpernapary, 3BepHiTbCs 10 CBOTO Jiikaps abo (papMariesTa.

4. MoxauBi HebaxaHi ABHLIa

Ak 1 immi sikapeeki 3aco6u, el 3aci6 MOXKe BHKIMKATH HeOaxkaHi gBHIIA, X0oua
BOHHM BUHHKAIOTb He y BCIX.

Axuto y Bac BunnKI0 Gy1b-siKe 3 nepenivenux HeGakaHmx SIBUILL, CJT1J1 IPUNTMHUATH
npuHoM I'paHnigamy Ta HeraifHO MOBiTOMHTH PO Le CBOro JiKaps (IMB. TAKOXK
po3ain 2):

- AKIo y Bac cnocrepiraethes pantoBe 3HMkeHHS 260 BTpara 30py (4YacroTa
HEBiJoMa)
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- aK110 y Bac epekuis, sika TpuBae GeznepepsHO Ginbiue 4 roaud. [Tosigomisiocs
Ipo TpuBaji Ta iHoxi OomicHi epekuii y 4oNOBIKiB micis mpuitomy cungeHadizy
(uacToTa HeBizOMA).

Hopocni

Jyxe vacTi Hebaxani sBuma (MoxauBi y > 1 i3 10 nauieHTiB) BKIFOYANIN: rOJIOBHMIN
Oli1b, NOYEPBOHIHHA 06IHYYA, OPYLICHHs TpaBJIeHHs, Aiapes Ta 6inb B pykax abo
HOrax.

Hacti HeGaxani sBuma (MoxknuBi y 1 i3 10 mauieHTiB) BKIOYAIM: MiJUIKipHY
IH(QeKUiro, rpunonofibHi CHMNTOMH, 3amajJeHHs Ma3yX, 3MEHIICHHS KiIbKOCTI
EPUTPOLIMTIB (aHeMist), 3aTPUMKA DPiJUHM, TPYIHOLI 3i CHOM, TPHBOMKHICTB,
MITPeHb, TPEMTIHHS, BiA4yTTs MOKOJIOBaHHS, IeYiHHS, 3HUKEHE BIZTUYTTS JTOTHKY,
KPOBOTeYa B 3a/IHii YaCTHHI OKa, BIUIMB Ha 3ip, MOMYTHIHHS 30py Ta UyTJIHBICTh 10
CBITNIa, BIUIMB HAa KOIBOPOBHH 3ip, pO3apaTyBaHHs ouel, 3aKpUBaBICHHS
04eii/oYepBOHiHHA OYeif, BepTUro, OpPOHXIT, KpOBOTEUA 3 HOCA, HEKUTh, Kallelb,
3aKIIa/ICHICTh HOCA, 3alajleHHs 1IUTyHKa, FaCTPOCHTEPHT, Ieisl, reMopoii, 34y TTs
)KUBOTA, CYXiCTh y PpOTi, BHIAZiHHS BOJIOCCS, MOYEPBOHIHHA ILIKIpH, Hi4HA
MITIMUBICTE, Gib y M’43ax, Ginb y CrHHI Ta NiABHILEHHS TeMIepaTypH Tifa.
HewacTi Hebaxani sBuina (MoxuBi y 1 i3 100 nauieHTiB) BKIIOYAIU: 3MEHILIEHHS
FOCTPOTH 30pY, ABOIHHS B 04aX, HENPUEMHE BIUYTTS B 04aX, CTaTeBa KPOBOTEYa,
HasIBHICTb KPOBi y criepMi Ta/a6o ceui Ta 36iablueHHs Ipyaeii y 4OTOBIKiB.

3 HeBIIOMOIO YaCTOTOKO MOBINOMIISITIOCS TAKOXK PO LIKIPHI BUCHTIAHHS Ta PANTOBE
3BHIKCGHHS Y BTpaTy CIyXy Ta 3HMKEHHsS apTepialbHOro THCKY (4acToTy
HEMOJK/IMBO OLIIHUTHU 3a HAABHHUMM JaHUMH).

it Ta nianiTku

ToBinomisinocs npo HacTymnHi yacTi cepifosHi HeGaxaHi sBuma (MoxmuBi y 1 i3 100
NALI€HTIB): TTHEBMOHiA, CeplLeBa  HEAOCTAaTHICTh, NpaBoGiuNa cepuesa
HEJIOCTaTHICTh, CEePLEBHH ILIOK, BUCOKMIl apTepiaibHUil THCK y NereHsx, 6ilb y
IpyJsiX, HENPUTOMHICTb, pecripaTopHa iH(ekuis, GpoHXIT, BipycHa iHdexuis y
LTYHKY Ta KHIICYHHKY, iHpeKUiT CeHOBUBIAHMX LIJISAXIB Ta 3yGHHUX MOPOXKHHH.
Hacrynni cepifosni neGaxani sBUINa BBaKaINCA 0B’ A3aHUMH 3 JTiKyBaHHAM i GYJ11
HevacTUMHM (MoxuuBi y 1 i3 100 mauienTiB): anepriuma peaxmis (Hampukiaz,
LWIKIPHUHA BHCHM, HAaOpsK oOmMyuust, Iy6 i A3uKa, XPUIH, YTPyAHEHEe AMXAHHS YU
KOBTAHHA), CYAOMH, HEperyJsipHe CepUeOMTTs, MOpYIIEHHS CIyXy, 3a/MIKa,
3anajJeHHs TPaBHOIO TPAKTY, XPHIIH BHACIIOK OPYIIEHOTO MOBITPSHOTO MOTOKY.
Hyxe vacti nebaxani sBuia (MoxmBi y > 1 i3 10 nauieHTiB) BKIIFOYAIH: TOIOBHHiL
6inb, GmoBanns, iHdekuiliHe 3aXBoplOBaHHS ropia, JTMXOMaHKy, Jaiapero, TpHI i
HOCOBY KpOBOTEUY.

Hacri HeGaxani sBuma (MoxumBi y 1 i3 10 mamieHTiB) BKIIOYANH: HYIOTY,
IOCHJIEHHS epeKLii, THEBMOHIIO Ta HEKHTh.

IloBinomyieHHst npo nebazkaHi ABHINA

Y BHnNaaKky nossu HeGaXxaHOTO SIBHILA OBiZIOMTE PO Lie CBOTO Jikaps, papManeBTa
abo mezcectpy. Takumu siBULIAMH MOXKYTb GYTH 1 BiIMiHHI Bi 3a3HaAYeHUX Y UbOMY
THCTKy-BKAanumi. Ilpu nosinomnenni npo neGaxani seuma Bu cnpusere
OTPHUMAHHIO 0aTKOBOT iHpopMail 11o/10 Ge3meky LbOro NikapebKoro 3acooy.

—
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Y Benukiii Bputanii - Bu MoxeTe NOBIIOMHTH mnpo HeGakaHe SBHILE
Oe3nocepeaHbO qyepes Yellow Card Scheme, BeO-caiiT:
www.mhra.gov.uk/yellowcard.

B Ipnamnzii — Bu moxeTe nopinomury npo HeGaxaHe siBuie Ge3nocepeHbo yepes
HPRA Pharmacovigilance

Earlsfort Terrace, IRL - Dublin 2

Ten.: +353 1 6764971

®axkc: +353 1 6762517

Beb-caiiT: www.hpra.ie

Enextponna nomra: medsafety@hpra.ie.

Ha ManeTi — B MoxeTe moBigoMuT npo HebakaHe sBUIIE Ge3nocepeIHBO Uepes
ADR Reporting,

Beb-caiiT: www.medicinesauthority.gov.mt/adrportal.

S. Sk caia 36epiraTu I'pannigam

30epiraTu y HeZIOCTYITHOMY JUIs AiTel MicLi.

He 3acTocoByBaTH nikapchkuii mpenapar miclisi 3aBepLieHHs TepMiHy PHAATHOCTI
(BXKHUTH J10), BKA3aHOTO Ha KApTOHHI} yrakosui Ta Ha 6mictepi. JlaTolo 3aBeprueHHs
TEPMiHY NPHUAATHOCTI € OCTAHHIN JIeHb BKA3aHOIO MiCsIIs.

Januii nikapcbkuit 3aci6 He moTpeGye 0co6IUBUX YMOB 36epiraHHs.

Jlikapceki 3aco00HM He cliJ BUIMBATH B CTiYHI BOAM a0 BHKMAATH 3 1o0yTOBUM
cMiTTaM. IlpokoHcynbTyiTech 3 (apManeBTOM MLIOLO TOro, sK [IPaBUJIbHO
YTHIII3yBaTH JIiKapchKi 3aco6u, siki Bam Ginbine He noTpi6ui. Taki 3aX01u CHpHSIOTS
3aXHCTY HaBKOJHIIHBOTO CEpeI0BHIIIA.

6. Bmict ynakoBku Ta inwma indopmauis

Ckaan npenapary I'pannizam

- [lirouoro pevoBrHOMW € cunzaenadin. Kosxna Tabnerka Mictuts 20 Mr cuiaAcHadiTy
(y BUIIIAA1 LMTpAaTy).

- Inui inrpenienTy:

JAnpo TabneTku: wueION03a MIKPOKPHUCTANiYHA, Ka/lbLilo TigporeH (pocdar
Oe3BojHHI, HATPIIO KPOCKapMeIo3a, rinpomeniosa (Scp) (E464), maruiro cTeapar
[TniBkoBe nokputTs: rinpomenosa (15¢cp) (E464), Turany giokens (E171), naxto3n
MOHOTIpPAT, TPHALIETHH.

3oHimmii BUrasa npenapary I'pannigam ta BmMicT ynakosku

TabneTku, BKpUTI MIiBKOBOIO 060JI0HKOIO, Bif 6i10r0 10 Maiibke 6itoro KOJIbODY,
KpYIJi, JBOOMYKJ, 3 THCHEHHSM «20» Ha ojHiii CTOPOHI T4 TJIaJeHbKi 3 IHIIOT
CTOPOHH.

['panmizam taGnetkyn, BKpHTI IUTBKOBOIO 060J0HKOK, 20 Mr BUITYCKAIOThCH Y
Guictepunx ynakoskax 3 [IBX/anrominieBot hosru, mo mictsts 90 TabseToK, Ta 'y
Omicreprunx ynakoskax 3 3 [IBX/amominieBot ¢ponbru, mo Mictsts 300 TaGneTok.
Ha punky MoxyTh OyTH npeacTaBlIeH] YIIaKOBKH He Beix PO3MIpIB.

Baracuuk peectpauiiiHoro nocsiguenns

Axxopn Xenckea Jlimiten/ Accord Healthcare Limited

Ceitox Xaye, 319 Ilinnep Poyn, Hops Xeppoy, Minanecexc, HA1 4HE/ Sage
House, 319 Pinner Road, North Harrow, Middlesex, HA1 4HF

Bennka bpuranis/ United Kingdom o
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BupoOuuk

Axxopna Xenckea Jlimiten/ Accord Healthcare Limited

Celimx Xaye, 319 Ilinnep Poyn, Hopz Xeppoy, Minanecekc, HA1 4HF/ Sage
House, 319 Pinner Road, North Harrow, Middlesex, HA1 4HF

Benuka bpuranis/ United Kingdom

Peakuis uboro TucTka-BKJIaAMINA BOoCcTaHHE Oy/1a neperyisinyrta 11/2016.
Heranbha iHdopmallis npo 1ei npenapar goctynHa Ha BeG-caiiTi €Bporneiichkoro
areHTCTBa 3 JIIKapchbKHX 3aco0iB: http://www.ema.europa.eu.

Ha makem makosc naneceni mexuiuni nO3HAYKU ma 6KA3I6KU 6UPOOHUKA, (O
CHIOCYIOMbCA J1020MURY, WP UX-KOOY

INPOO]1
10 1293 0 670733

et ooxymenm nepexnadeno na yxpaincory mosy nepexnadavem beenapsan Anyu Apymrom'sno%ﬁ
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Ilepexnan nucrka-srnaanma: Indopmania nns nanienta

I'pannigam,
Ta0JIeTKH, BKPUTI NJIIBKOBOIO 000.10HK010, 20 Mr
Cunpenadin

YBaKHO NpoYHTANTE ueH JHCTOK-BKJIAAHUI nepea THM, SIK PO3MNOYaATH
32CTOCYBAHHSl Mpenapary, OCKIIbKH BiH MIiCTHThL BamIHBY aiasi Bac
iHopmauiio.

- 30epiraiite uel MMCTOK-BKIAQMII IS TOro, W06 TEpeYnTaTH HOro y pasi
HeoOXiTHOCTI.

- SIkuio y Bac BHHHKAIOThL 10/1aTKOBI 3alUTAHHSA, 3BEPHITHECS 0 CBOIO Jiikaps ado
(apmarenra.

- Ieii mikapcbkuit 3aci6 npusnavenuii e s Bac. He mepenasaiite #oro inmmm
ocobaM, OCKIILKH BiH MOKe 3aBJaTH IM IIKOAW, HABiTh SKIIO B HHUX Ti caMi
CUMIITOMM XBOpoOH, 1110 i y Bac.

- Sxwmo y Bac BunMkIM HeGakaHi sABHMINA, 3BEPHITHCA A0 CBOTO nikapsi abo
¢apmanesra. Ile crocyerses i HeGakaHHX SBHIL, He BKA3aHHUX B LbOMY JTHCTKY-
BKaaauui. JIus. posnain 4.

fxa inopmauis HaBeJeHa B ULOMY JHCTKY-BRIAAH LI

1. Io Taxe 'panmninam i st 4oro #oro 3acToCOBYIOTS.

2. Ilo cnin 3HAaTH NEepes MOYaTKOM 3aCTOCYBAHHS npenapary I panmnigam.
3. Sk cnin 3actocoByBaTi I'panmigam.

4. MoxnuBi HeGaxaHi sBHIIA.

5. Sk cnin 36epiratu ["panmigam.

6. BmicT ynakoBk# Ta inma indopmaris.

1. o Take I'pannizam i 11st 9oro i#oro 3acTocoByOTH

I'panniznaM mictuTh Hilody peuoBHHY CuIIeHadi, 10 HAleXHTh 10 TIPYNH

JIKapChKHX 3aco0iB, Ky HAa3MBAIOThH iriGitTopamu  docdoniecrepazu THmy 3
(PDES).

I'panninam 3umkye aprepianbHuii THCK y Jeremsx, PO3LIMPIOKOYH CYAUHU B
nerensx. I'pannizam 3acTocoByeThest 11s JTiKyBaHHS JOPOCIMX, AiTeH 1 MiIIiTKIB
Bit 1 5o 17 pokiB 3 MiABMINEHWM apTepialbHAM THCKOM Yy CyIHMHaX JIereHiB
(lerenesa apTepiainbHa rinepreH3is).

2. o crix 3HATH nepea N0YATKOM 3aCTOCYBAHHS npenapary I'panniaa
—
(673735) Nara: 08.02.17
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Bam e caig 3acrocoByBaTu I'pannizam:

- 3a HasBHOCTI aneprii Ha cuigeHadin ado Oyab-AKUH IHIIMHA KOMIIOHEHT LLOIO
npenapary (mepeiik MiCTUTBCS Y po3aiii 6).

- siku10 Bu npuiimaere nikapcbKi 3aco0M, 1110 MICTSThL HITPaTH, 400 JOHOPH OKCHUIY
a3oTy, Taki siKk aMminHiTpaT («nommepcy). Lli mpemapaTté yacTo MPU3HAYAIOTEH JUIS
nosierteHHs 6oo B rpyasx (abo «creHokapaii»). 'paHnigaM Moxe COpUYHHHUTH
cepiio3He nocuieHHs eeKTiB LuX JikiB. Skuio Bu 3actocoByeTte Oy ab-sKuii i3 1ux
npernaparis, MOBIZIOMTE TPO Lie CBOeMy Jiikapro. ko Bu He BneBHeHI B 1boMy,
3BEPHITBCA 10 CBOTO JliKaps 4u ¢apMmaleBTa.

- sko Bu npuiimaete pioumryat. Ileit nmpenapar 3acToCOBY€ThCS IS JTiKyBaHHS
JIEreHeBOl aprepianbHOi rinepreHsii (TOOTO BHCOKOTO apTepiajbHOrO THCKY B
JIereHsx) Ta XpoHiuHOT TpoMOoeMOBOITiuHOT JIereHeBol rineprensii (ToGTO BUCOKOTO
KPOB'SIHOI'O THCKY B JIETE€HSX, 110 € HACIIKOM YTBOpeHHs TpoMbiB). Busisieno, 1o
inribitopu PDES, Ttaki sk cunmeHadisn, MOCHIIOKOTH TIMOTEH3UBHY IO I[LOTO
npenapaty. SfIkimio Bu npuiiMaere piommryar abo He BHEBHEHI WHIOAO IBOTO,
MOBIIOMTE CBOEMY JTiKapIo.

- sAkmo Bwu HemonaBHo nepeHecnaw iHCynbT, iHapkr abo y Bac Baxke
3aXBOPIOBaHHs Ne4iHKH, a00 1yiKe HU3bKHUit apTepianbauii THCK (<90/50 MM pr.CT.).

- Ko Bu npuiimaere npenapaTtu s JiKyBaHHS IpUOKOBHMX iHGMEKIIH, Taki sk
KeTOKOHa30y1 abo iTpakoHa3on, abo mpemapatH, INO MICTATh pPUTOHaBip (I
nikyBanHs BIJT).

- sikmto Bu konu-HeOyab BTpayaiy 3ip yepes npobieMy NPHILTHBY KPOBI 10 OUHOTO
HepBa, L0 HA3WBAETHCS HEAPTEPUTUYHOI TMEPEIHBOI0 IMIEMIYHOIO ONTHYHO
Hespornariero (NAION).

3acrepeskeHHs Ta 3anM00iKHI 3aX01H

IIpokoHCynbTyiiTech 31 cBOIM JiKapeMm 10 IMOYAaTKy 3acTOCYBaHHs MperapaTty
I'pannigam, sxio Bu:

- Ma€Te 3aXBOPIOBAHHS, [10B’A3aHe 13 3aKyNOPeHOr0 ab0 BY3bKOK BEHOIO B JIEFSHSIX,
a He 3aKyIopeHoIo ado BY3bKOIO apTepiero.

- MA€ETe CepHO3He CeplIeBe 3aXBOPIOBAHHA.

- Maere npobJieMH 3 HaCOCHUMHM KaMepaMu Baoro cepis
- Ma€eTe BUCOKHM apTepiajbHUN THCK Y CyIHHAX JIETeHiB.

- MA€eTe HU3bKUH apTepialbHUi THCK Y CTaHi CIIOKOIO.

- BTPauacTe BEJIHKY KIJIBKICTh PiIHHH B OpraHismi (3HEBOAHEHHS), 0 MOKe OyTH
CIIpUYMHEHO THM, 10 By Garato noriere abo He BKHBAETe JOCTATHIO KiIBKICTh
piauny. Ile Mose OyTH 0B’ s3aHO 3 TUXOMAHKOIO, OJIHOBaHHSAM 260 niapee
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- Ma€Te PIIKICHE CTaKoBe 3aXBOPIOBAHHS 0veil (irMeHTHMIl peTUHIT).

- MAaeTe NMOPYIICHHS €PUTPOLIUTIB (CEPIIOBUAHOKIITHHHA aHeMisl), paK KJIiTHH KpPOBI
(eikeMis), pak KiCTKOBOro Mo3Ky (MHOXHHHA Mienoma) abo Oyab-sike
3aXBOPIOBAHHA Yu JeopMaLilo CTaTeBOro YieHa.

- Hapasi Mae€Te BHPa3sKy IUIYHKA, MOPYLIEHHS 3rOPTaHHsl KPOBi (Hampuknaj,
remo(inito) abo HOCOBI KpoBOTEHI.

- IpUHMAETe JIKAapChKi 3ac00H Bill epeKTHIBHOT AHCHYHKILII.

Ipu 3actocysanni inri6itopis PDES, y Tomy uncri cuieHadiLy, s JIiKYBaHHS
€peKTHIBbHOI muchynkuii y wonosikis (EJI), mosizomisnocs po Taki nobiysni
edekTH 3 60Ky opraHy 30py 3 HEBiZIOMOIO YACTOTOIO: YACTKOBE, panToBe, THMYACOBE
a0 1oCTiiiHe 3HIKEHHS FOCTPOTH 30py 4N BTpaTa 30py 0JJHOro oka abo 060X oueid.

Sxwo Bu Biguynu pantoBe 3HMKEHHS a60 BTpaTy 30py, NPHNHHITL NPHIIMATH
I'pannizam Ta Heraiino 3BepHiThCs 10 cBOrO JIKaPst (IMB. TAKOX PO3Aii 4).

[Tosinomsinocs npo Tpusaii ta inoni Gomicui epekuii Y YOJIOBIKIB Micist ipuiiomy
cunnenadiny. Skmo y Bac epekuis, sixa Tpusae Oe3nepepBHO MPOTAroM GBI HizkK
4 roauH, NpUNUHITE npuiivatn Ipaunizam Ta Heraiino 3BEPHITHCSH /10 CBOrO
JIKaps (MB. TaKOXK po3ain 4).

Ocobauei pexomendayii ona nayicnmis iz 3AX60PIOEAHHAMU HUPOK abO neyiHKu

Jlkuto y Bac € 3aXBOpIOBaHHS HHMpOK abo NEYiHKH, TOBiIOMTe PO 1€ CBOEMY
nikapro. MokIIHBO, 11032 Mpenapary nmoBMHHA OyTH CKOpMroBaHa.

Jitu
['panninam ve cnijg npusHavaTu gitam 1o 1 POKY.
Inwi pikapeski 3aco6m Ta N'pannigam

[ToBizomTe cBoemy mikapio aGo dapmanesty, skmo Bu 3aCTOCOBYETE,
3aCTOCOBYBany pasiue abo, MOXIHBO, Gyzxere 3aCTOCOBYBAaTH OyIb-sKi iHIII
JIKapChKi 3aco0H.

- Ilpenapaty, mo Mictsath HiTparn, a6o AOHOPH OKCHJY @30Ty, Taki K aMiJIHiTpaT
(«moriepeny). Lli 3aco6H YacTO MPHU3HAYAIOTH JUIS [10JErIIeHHS CTeHOoKapaii abo
«bomo B rpyasx» (1uB. po3in 2. «BaM He c1ix 3acTocoByBaTH [ panmigamy).

- lloBinomre cBoemy Jikapio aGo (apmanesty, sxkmo Bu e 3aCTOCOBYETE
plouuryar.

- Ilpenapatu uns nikyBaHHS JereHeBoi rinepreHsii (manpuknan, GoceHraw,
u1ompocr).

- Jlixapcobki 3aco6u, mo MicTsTh 3BIPOOIii (Tpenapat pocIMHHOrO MOXOIKEHHs),

pHaMniukH  (3acToCOBYeThCH A MKYBaHHS  GaKktepianbHuX  iHQERLUI),
&

(673735) Mara: 08.02.17
P



4

kapbamasenin, deHiToiH Ta deHoGapbitan (3acTocoByeThes, cepej 1HLIOTO, IS
NiKyBaHHA eminencii).

- JTikapcebki 3aco6m 1st po3pizkeHHs KpoBi (Hanpukiaz, Bap(hapuH), Xoua BOHH He
CIIPUYHHSIA KOAHUX HeOaKaHUX SBHIIL.

- Jlikapchki 3aco0H, IO MiCTHTH ePUTPOMILIUH, KIapUTPOMILMH, TeTiTPOMIiLHH
(aHTHOIOTHKH, sKI 3aCTOCOBYIOTHCS JUIS JNIKYBaHHS TIEBHHUX OaKTepialbHHX
iHGeKuiit), cakBiHaBip (111 nikyBaHHS BIJI) a6o nedazogon (ans nikyBauHs
NMCUXIYHOT nempecii), OCKiNbKM, MOXIMBO, 1032 npenapary MOBHHHAa OyTH
CKOPHUIOBaHa.

- Tepanis ansa-6roxkatopom (Hampukiaz, JIOKCa303MH) AN  JIIKYBaHHS
MIJABAIIEHOTO apTepiaibHOrO THCKY a6o npodJeM 3 MpOCTaTON, OCKIJIBKH
KOMOIHaLisA IBOX JIKapChbKHUX 3ac06iB MOYKe BUKIMKATH CUMIITOMH, IO MPU3BOIATE
A0 3HHKEHHS  apTepialbHOTO  THCKY  (HanpHKia, 3araMoOpOYeHHS,
IIePEeTHETIPUTOMHHMIA CTaH).

3acrocysanns ['paunizamy 3 ixero Ta Hanossmu
ITix vac mikyBanus ['pannizaMmoM He ciix muTH rpeingpyToBuii cix.
BarirnicTe Ta nepioa roaysanus rpyaaio

Sxwmo By BaritHi abo roayere rpy o, BBaXKaeTe, 10 MoxkeTe OyTH BariTHOX abo
TUIAHYETE HapOUKYBaTH IUTHHY, NPOKOHCYJIbTYHTECh 3i CBOIM JTiKapeM 4Yu
(apmaneBTOM nepes moyatkom 3aCTOCyBaHHs mnpenapary. 'panmizam He ciif
3aCTOCOBYBAaTH M Yac BAriTHOCTI, OKPIM BHMAAKIB HaraibHOL HEOOXiJHOCTI.
I'panninam ne ciuix npuiimaTi xinkam, sxi MOXYTb 3aBariTHITH, SKIO BOHH He
3aCTOCOBYIOTh BiANOBI/IHI METOAM KOHTpPALIIILIii.

I3 nouarkom sacrocyBanms ['pauninamy ciig npunmsETH rpy/iHe BUrOJ0BYBaHHS.
I'panninam we ciix npuitmMaTi xkinkam, sxi FOIYIOTh IPY/IR, OCKIIBKH HEBiZOMO,
9H ITPOHUKAE MPEenapaT B rpyAHE MOJIOKO.

KepyBauns rpancnopraumu 3acobamu ta KOPHCTYBaHHS MeXaHi3MaMu

I'panmizamM Moxe BUKIHKATH 3anaMOpOYeHHs | 3naTHuil BrumMBaTH Ha 3ip. Bu
TMOBUHHI 3HATH CBOIO PeakLiio Ha Npenapar, Nepul HiX KepyBaTH TPAHCTIOPTHUMH
3ac00aMH Ta BUKOPUCTOBYBATH MEXaHi3MH.

['pauminam micTuTs akTo3y

SAxkmo Bam nikap nosizomus Bac PO HenepeHocuMicTh Bamn peskux myxpis,
3BEPHITHCS JI0 CBOTO JIiKaps nepes 3aCTOCYBAHHAM LIOTO JIKAPCHKOTO 3ac00y.

3. 51k cain 3acrocoByBaTn I'panninam

Cnin 3aBxau 3acTocopyBaTy npenapat Tak, sk Bam npusHauus sikap. Sxmo Bu ue

BIICBHEHI B IIbOMY, 3BePHITLCS /10 CBOTO nikapst abo dapmanesra. —

673735 ra: 08.02.17
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Hist IopociuX pekoMeH10BaHa 1103a CTaHOBUTEL 20 M Tpuui Ha 106y (3 1HTEpPBaJIOM
BiZ1 6 10 8 roauu), mijx Yyac 1HKi YM He3aNekHO Bij NpUIOMY 1.

3acTocyBanHusi y aiTeii Ta miTiTKIB

Hna piteit Ta mianiTtkis y Bimi Bix 1 poky a0 17 pokiB pekomeHgoBana no3a
craHoBHTb 10 Mr Tpuui Ha 106y uIst aiTedd Ta mimtiTkis < 20 kr a6o 20 Mr TPHUUi Ha
A00y ans niredt Ta migmiTkis > 20 kr, mia yac ki 4K HesanekHO Bin npuiomMy 1xki.
binemi n03u He cnin sacrocosysatm y Tepamii aireii. [leit npernapar Ciija
3aCTOCOBYBATH JHLIe Y pasi motpeGu y 103i 20 mMr Tpuui Ha 106y. Tuuni mikapeski
(bopmu MOXKyYTH Gy TH GiIbII ZOLITEHAMH IS 3acTOCYBaHHA nauieHTamu < 20 xr ta
IHIIUMH MOJIOJIIMMH NAIli€HTAMH, SIKi HE 37aTHi KOBTATH TaG1eTKH.

HAxuto Bu npuiinsiin Tpannizam y 6iabmiii kiabkoeri, misk e/ia
He tpe6a 3acTocoByBaTh nipenapat y Ginbiiii kKinbkocTi, Hixk Bam MPU3HAYMB JIKap.

Axwio By npuitnsam npenapar y Ginbimiii KinskocTi, Hisk Bam [IPU3HA4YeHO, HEraifHO
3BEPHITBCA 10 CBOTO Jjikaps. ITpuiiom I'panninamy y Ginbuiiii kinskoeri, Hix cig,
MOJKe 301IBIINTH PU3KK BiTOMUX HeGaKaHUX ABMIIL,

SIxkwo Bu 3a6yan npuiinstu Ipannizam

Axmo By 3a0ynu npuiinatu I'pannizam, npuiiMite 103y npenapary, siK TiJIbKH
3rajia€te, 1 Hajasli NPOJOBKYMTe MpUiiMaTH [penapar y spudaiiHomy pexumi. He
NpUHMalTe MOABIHHY 103y AJIs TOTO, 1106 KOMITEHCYBATH NpHAOM 3a0yTOl 103M.

SIxmo Bu npunuanre npuitmaru I'pannigam

PantoBe npununenus nikysanus I'panmizamMoM moxe NPU3BECTH 0 IOCHIEHHS
Bamux cumnromis. He npunuusiite npuitom I'panninamy, sximo Tinsku Bam He
nopexomenaye 3pobutu ue jikap. Bau sikap Moyxe 3MeHIIHTH Baiuy 103y 3a kinbka
JIHIB /10 TOBHOTO MPHUIMHEHHSA JTiKyBaHHS.

JAxmo y Bac BHHMKHYTH HOAATKOBI 3alMTaHHA 010 3aCTOCYBaHHS LILOI0O
Tperapary, 3BepHIThCA JI0 CBOTO Jiikaps abo hapmaiesra.

4. Moxausi Hebaxani ssuuia

SIx i Bei iHmi nikapeski 3aco6u, eit 3aci6 Moke BHKIHKATH HeOaxaHi SIBU1IIA, X04a
BOHH BUHHKAIOTH HE Y BCIX.

Axmo y Bac Bunnkn Gyab-aKi 3 nepeniveHux HebaxKaHmx ABHILL, CJIIA MPUITMHUATH
npuiiom ['paHnigamy ta HeraiiHo NMoBizoMHTH PO Lie CBOEMY JiKapro (JIMB. TAKOXK
posnain 2):

- SKIO y Bac crnocrepiraethest pantose 3HukeHHS a6o BTpaTa 30py (4acrora
HeBiIoMa)
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- K110 y Bac epekuis, sika TpuBae 6esnepepsHo Ginblue 4 roguH. [ToBimomisiiocs
npo TpuBaii Ta iHoal GoricHi epekuii y wonosikiB micis npuitomy cunanenadimy
(vacToTa HeBigOMa).

Hopocri

Hyxe yacti nebaxani aBuiua (MoxmuBi y > 1 i3 10 nauieHTiB) BKIFOYANH: FOJOBH UL
6i1b, IOYEPBOHIHHA 06T YU, OPYILEHHS TPaBJeHHs, fiapelo Ta 6iib y pykax abo
HOTrax.

Yacti HeGaxani sBuma (MoxuBi y MeHm sk 1 i3 10 mamiedTiB) BKIouantyu
HIDKYeNepesiyeni: miaumkipHa iHpekuis, rpunonofiéHi cHMITOMH, 3ananeHHs
Masyx HOCa, 3MEHLICHHs KIJIBKOCTI epUTPOLMTIB (aHemis), 3aTpuMKa pimunHu,
TPYAHOILI 31 CHOM, TPUBOXKHICTb, MIrpeHb, TPEMTIHHS, BIIUyTTs MOKOIIOBaHHS,
TeYiHHs, 3HUKEHE BiT4yTTS JOTHKY, KPOBOTEYA B 3aHI{ YaCTUHI OKa, BILTUB HA 3ip,
TOMYTHIHHS 30py Ta Yy TJIHBICTb 10 CBITJIa, BIIMB Ha KONbOPOBHIA 3ip, T10/Ipa3HeHHs
OYeH, 3amajieHHs 04ei/noYepBOHiHHS oveli, BepTuro, GPOHXIT, KPOBOTEYA 3 HOCA,
HEXMTB, Kalllellb, 3aK/1aJeHICTh HOCA, 3aNaleHHs LUUTYHKY, raCTPOEHTEPUT, revis,
FEMOPOH, 31yTTSl JKMBOTA, CYXiCTh Y POTi, BHNAliHHA BOJOCCS, MOYEPBOHIHHSA
LIKIPH, HIYHA MTIUBICTE, 6iNb y M'g3ax, 6i1b y CIMHI Ta M ABHIICHHS TeMIepaTypH
Tina.

Hewacri nebaskani seuma (Mosxumsi B 1 i3 100 mamieHTiB) BKIIOYATH: 3MEHILCHHS
FOCTPOTH 30py, NABOIHHA B O4YaX, HENPUEMHE BiTUyTTs B O4ax, KpPOBOTedy 3i
CTaTEBOI'0 OpraHy, HasBHICTh KPOBi y cnepmi Ta/abo ceui i 36inbinenHs rpynei y
YOJIOBIKIB.

I3 HeBiOMOIO 4acTOTOI MOBIXOMIIAIOCH TaKOXK PO IIKIPHI BUCHITH Ta panToBe
3HHXKEHHS YH BTPATy CIIYXY | 3HHKEHHS apTepiajbHOro THCKY (4acTOTY HEMOKIHRO
OLiIHMTH 33 HasiBHUMH JaHUMH).

ity ta niamiTku

Iosizomnsocs npo Taki wacri cepiosni HeGaxkani sBuma (Moxausi B 1 i3 100
MA€HTIB):  [HEBMOHis, CepleBa  HEJOCTATHICTS, npaBoOiyHa  ceplieBa
HEJIOCTATHICTh, CepLEBMil 10K, BUCOKMH apTepianbHuil THCK y JereHsx, Ounp y
FPYZsiX, HENPUTOMHICTB, pecripaTopHa iH(ekuis, GpoHXiT, BipycHa iHbekIis y
LUTYHKY Ta KAIIEYHUKY, iHQeKIIiT CeUOBHBIIHUX ILIAXIB Ta 3yOHHX MOPOKHMH.

Hwmxuenepeniyeni cepifosni HeGaxaHi fBHINA BBa)amMcs MOB’S3aHHAMH 3
JiKyBaHHAM i Gynu HewacTumu (MoskiuBi B 1 i3 100 Mali€HTIB): alepriyHa peaxiis
(Hanpukian, mWKipHuii Bucun, Habpsk oGnHyuys, ryd 1 A3MKa, XpHIH, YTPyIHEHE
AMXAHHs M KOBTAHHS), CYJIOMH, HEpEryispHe CepleGHTTs, MOPYIUICHHS CIIyXY,
3aJMIIKa, 3aMaleHHd TPaBHOTO TPakKTy, XPUIIM BHACTIAOK IOPYIICHHS IPHTOKY
TIOBITPA.

.
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Hyxe gacti HebGaxaHi aBuIa (MOXkIHBI y > 1 i3 10 nauieHTiB) BKIIOYAIN: TOTOBHHI
Oinb, GmioBaHHs, iHexuiline 3aXBOPIOBAHHS TOpIA, TUXOMAHKY, Jiapero, TPHIl i
HOCOBY KpOBOTEuUYy.

Hacri weGaxani sBuma (moxmusi y 1 i3 10 nauienti) Bkmouanu: HYZIOTY,
MOCHJIEHHs epeKllil, THEBMOHIIO Ta HEKUTb.

ITosinomaenns npo Heb6akani sBUIA

Y Bunajky mnosBM HeGaXaHOro SBHILA TOBIIOMTE MPO Il CBOEMY Jixapio,
(apmauesty abo mencectpi. TakMMH SABHIIAMM MOXYTh OYTH i iHui, OKpiM
3a3Ha4Y€HHX y UbOMY JIMCTKY-BK/Iaauii. [ToBinomisiioun npo Hebaxani sBuia, Bu
CTpPHAETE OTPUMAHHIO 10aTKOBOI iH(opmaLii mog0 Ge3rekH UbOro Jikapehbkoro
3aco0y.

Y Benukiii Bpuranii — Bu moxere nosigomutn mpo mHeGaxkaHe sBHIIe
Oesmocepennbo  uepes  cucremy  Yellow  Card  Scheme,  BeGcaiit:
www.mhra.gov.uk/yellowcard.

B Ipnannii — Bu Moxerte nosinomuTu npo HebaxkaHe sBuIe OesnocepeIHBO yepes
cucremy HPRA Pharmacovigilance

Epncdopt Teppeiic, Ipnanais — {y6nin 2 (Earlsfort Terrace, IRL - Dublin 2)

Ten.: +353 1 6764971

Paxc: +353 1 6762517

Be6-caiit: www.hpra.ie

Enexrponna nomra: medsafety@hpra.ie.

Ha Manbti — Bu MoskeTe noBinoMuTy npo HeGakaHe siBHIIe OesnocepeIHbO Yepes
cuctemy ADR Reporting, seGeaiit: www.medicinesauthority.gov.mt/adrportal.

S. Sk cain 36epiraTtu Cpannigam
30epiraTu y HEOCTYIIHOMY ISt AiTei Miclii.

He 3acrocosyiite neit npemapar micis natu 3aBepiieHHs TEPMIHY NPHAATHOCTI
(«BXHTH 710»), HaBeldeHOI Ha KApTOHHilM ymakoBwi Ta Ha Oaicrepi. Jlaroro
3aBEPIIEHHS TePMiHY NPHAATHOCTI € OCTaHHIH J1eHb BKAa3aHOro MicsIis.

Hanuii nikapeekuii 3aci6 He notpebye 0co6MMBUX yMOB 36epiraHus.

Jlikapebki 3aco0HM He CIif BUIMBATH B CTid4HI BoAM abo BHKMIATH 3 o0y TOBHM
cMitTsM.  TIpokoHcynbTylitech i3 (apmaueBToM 10710 TOro, SIK TIIPaBHILHO
YTHII3yBaTH JliKapchki 3acobm, siki Bam Gibie He noTpioHi. Taki 3ax01u cripusIoTH
3aXHCTY HaBKOJMIIHBOTO CEPe0BHILA.

6. Bmict ynakoBku Ta inwa indopmauis

Cxanan npenapary I'pannizam
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- [lirouoio peuosmHoO0 € cunnenadin. Koxuna rabnerka mictuts 20 Mr cunaeHadiny
(y BUTISAAI LUTpATY).

- Ini iHrpenienTH:

Slnpo rtabnerku: uemono3a MiKpoKpHCTamivHa, Kanblilo TigporeH ¢ocdar
0e3BOHMHA, HATPIIO KpockapMmeso3a, rinpomenosa (5cp) (E464), marniio creapar.

IIniBkoBe nokpurts: rimpomenosa (15¢cp) (E464), Turany niokenun (E171), makrosu
MOHOTIJIpaT, TPHAIIETHH.

3oBuimnii Burasa npenapary Ipannizam ta BMicT ynakoBku

Tabnerkn, BkpuTi 1m1iBKoBOI0 06010HKOI0, Bix 6ioro 10 maiike 6i10ro KOJILODY,
KPYTJli, ABOOMYKN, 3 THCHEHHSM «20» Ha OfHill CTOpPOHi Ta IIajeHbKi 3 iHUIOL
CTOPOHH.

['panninam, TabneTku, BKPUTI MIIIBKOBOK 000M0HKOW0, 20 MT, BUITYCKAIOThCH Y
Onicteprnx ynakoskax 3 [1BX/amowminiesoi Gponbru, mo mMictsats 90 Tabnerok, Ta y
Omictepuux ynakoskax 3 [IBX/amominieBoi donbru, mo mictsats 300 TabaeTox.

["panninam, TabieTku, BKpUTI MI1iBKOBOO 060710HK0F0, 20 MT, TAKOK BHITY CKalOThCS
y mneppopoBaHMX OJHONO30BMX OJicTepHMX yrnakoBkax 3 [IBX/amowminieBoi

dombru, o mMictsts 15x1, 90x1 ta 300x1 TabueTox.
e "

Y npogaxy MOKyTh 6yTH Mpe/ICTaBlIeHI YIIAKOBKM He BCiX PO3MIpIB.
Baacnuk peecrpauiiinoro nocsiquenns

Axxkopa Xesnckea Jlimiten/Accord Healthcare Limited

Ceiimx Xayc, 319 Ilinnep Poyx, Hops Xeppoy, Mimmwiecekc, HA1 4HF/ Sage
House, 319 Pinner Road, North Harrow, Middlesex, HA1 4HF

Beinrika bpuranis / United Kingdom

Bupo6uuk

Axxopa Xenckea Jlimiten/Accord Healthcare Limited
Ceiix Xayc, 319 ITinnep Poyx, Hops Xeppoy, Mimmreceke, HA1 4HF, Benuka

bpuranis / Sage House, 319 Pinner Road, North Harrow, Middlesex, HA1 4HF,
United Kingdom

Penaxuisi uboro auerka-Bkiaauma soctanue Gyaa neperasinyta 01.2017 p.

HeranbHa indopwmanis npo ueil nmpenapar gocTynHa Ha BeGcaiiTi €Bporneiicskoro
areHTCTBA 3 JTIKapChKHX 3acobiB: http://www.ema.europa.eu.
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