Named Patient Program - Information and Consent Form

Doctor:
[MD Name]

Telephone:
[After Hours Contact Number]

Manufacturer:
AbbVie
One North Waukegan Road
North Chicago, IL 60064 USA

This consent contains information about the possible risks and benefits of the HCV Treatment
Regimen (“Regimen”) to help you make an informed decision to receive the Regimen. This
consent form may contain words that you do not understand. Please ask your doctor or the staff
to explain any words or information that you do not clearly understand. You may take home an
unsigned copy of this consent form to think about or discuss with family, friends or anyone you
choose before making your decision. If you decide to take the Regimen, you will be asked to
read and sign this consent form to confirm that you have had this Regimen explained to you, and

you have agreed to receive it. You will receive a copy of the signed consent form.

Introduction

The Regimen is not yet approved for use in your country and is considered experimental.

Purpose of the Regimen

Your doctor has specifically requested the Regimen for you because you have Hepatitis C Virus
(HCV) and all treatments tried by your doctor to date have failed, or no other treatments are

appropriate for you and your doctor has made a determination that you may benefit from this
Regimen.

Treatment Information

If you decide to take the Regimen, you will take [INSERT TREATMENT INFO]. Your doctor
will tell you how many tablets you must take each day.
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The Regimen must only be taken by the person for whom it is prescribed. It should be kept out of

reach of children and persons who cannot read or are not capable of handling drugs.
Procedures

Procedures (THIS SECTION PROVIDES EXAMPLES OF PROCEDURES THAT MAY BE
DONE)

If you agree to take the Regimen, your doctor must be sure that you are well enough to undergo

the treatment.

The following procedures may be performed prior to starting the Regimen;

¢ Physical Examination

o Electrocardiogram (ECG - a painless tracing of your heart’s rhythm)

o Vital signs (blood pressure, heart rate and temperature)

e Urine or Serum pregnancy test (for women who are able to have children)
* Laboratory tests of blood and urine

Patient Responsibilities

In order for your doctor to understand what effect the Regimen is having on you and on your
HCV, you will be expected to do the following:

e Follow the instructions of your doctor
¢ Come to all your scheduled visits and procedures
e You may be required to stop certain medications and supplements you are currently

taking. Certain medications you are taking or have taken in the past may keep you
from taking this Regimen. Please review all of your medications with your doctor.

o Take and store your drug as instructed and return the unused drug and/or empty
containers to the doctor's office at each visit.

¢ Do not share your drug with anyone. You are the only person allowed to take the
drug.

o Keep the drug out of the reach of children and persons of limited ability to read or
understand.
¢ Do not change any of your medications or start any new medications without

checking with your doctor, this includes herbal supplements.

¢ Tell your doctor about any health problems you are having even if you don't think
they are important.
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e Tell your doctor if you wish to stop taking the Regimen.

¢ Do not participate in any other research studies (where treatment or another product is
provided) while you are taking this Regimen.

In the event of an emergency, dial your local emergency phone number immediately.

If you require emergency care, be sure to tell the emergency care provider that you are taking

this Regimen. Contact your doctor as soon as possible.

Your physician has determined that you may benefit from the Regimen. If you have questions
about your rights as a patient , or if you think you have had an injury or reaction to the Regimen,
or if you have any concerns or complaints about taking the Regimen, contact your doctor at the
phone numbers listed on Page 1 of this Informed Consent Form.

Risks and Discomforts

Drug Risks

Your doctor will be monitoring you for side effects from the Regimen. It is important that you
report any symptoms you have had to your doctor right away. Your doctor may give you other
drugs to help with side effects. If you or your doctor thinks that you cannot tolerate the side
effects, the Regimen may be stopped altogether and you will be withdrawn from the Program.
Ask the doctor if you have questions about the signs or symptoms of any side effect you read
about in this consent form.

Please tell the doctor or doctor’s staff right away if you have any side effects. Please tell them if
you have any other problems with your health or the way you feel while taking the Regimen,
whether or not you think these are related to the Regimen.

Information about people receiving combinations of AbbVie’s Regimen

Side effects which were considered related to the Regimen were:

itching (15.7%),
tiredness (34.2%),
nausea (22.3%),
weakness (13.5%),
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o trouble sleeping (14%),
s |ow blood count (5.3%).

These events occurred at least 5% more often in patients receiving Regimen than with patients
who received a sugar pill (placebo).

The side effect that was considered related to the Regimen alone (without RBV) was
* itching (6%)

o 1.2 % of subjects permanently stopped treatment with Regimen (with RBV) due to side
effects.

e 0.3% of subjects permanently stopped treatment with Regimen (without RBV) due to
side effects.

Risk of ALT elevations

Increased levels of ALT (something that is tested in vour blood that increases when your liver is
inflamed) happened more often in patients receiving medicines containing estrogen, like many of
the birth control pills. These increased ALT levels did not cause symptoms, usually happened
during the first 4 weeks of treatment, and got better with continued treatment with the Regimen.

During studies in which patients received the Regimen with or without ribavirin, 5% of patients
who were also taking medicines containing estrogen had increased ALT to levels more than 5
times normal after starting the Regimen. compared to less than 1% of patients who were not
taking medicines containing estrogen.

Patients who are taking medicines containing estrogens will be asked to stop taking these
medicines before starting treatment with the Regimen. This waming applies to pills, patches,
rings, injections or implants that deliver estrogen for the purpose of contraception or for other
clinical indications, including hormone replacement. However, this warning does not apply to
the use of vaginal estrogen creams used to treat symptoms of menopause like vaginal dryness.

Your doctor may switch you to a different method of birth control (for example, a progestin-only
containing contraceptive) if you were taking an estrogen-containing medication for birth control.

Your blood levels of ALT will be measured during this Program.

Increased bilirubin levels
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Some patients taking the Regimen had increased levels of bilirubin (a substance measured in
your blood that is produced when red blood cells are broken down) which in a small number of
people can cause yellowing in the eyes or under the tongue. These bilirubin increases are
temporary and are not caused by damage to the liver. Increases in bilirubin usually reach their

highest level in the first week after starting the Regimen, and get better with continued treatment.

General information

The Regimen may interfere/interact with some medications, so you must let your doctor know

about any medications, including herbals or vitamins that you are taking.

No deaths which are considered related to Regimen have been reported to date in any of the

AbbVie clinical studies.

It is important to remember that the Regimen is not yet approved in your country and is still being studied

in humans, so some of the risks of the combinations of the Regimen are not vet known.

In addition, as with any medicines, the Regimen may cause unexpected allergic reactions.

Information about pregnancy

The risks of the Regimen in pregnancy are not known.

However, RBV is known to cause birth defects and can lead to the death of an unborn child. See RBV-

related risks.
Allergic Reaction Risks

Sometimes people have allergic reactions to the Regimen. If you have a very bad allergic
reaction, you could die. Some things that happen during an allergic reaction that could be a sign
or symptom of a life-threatening allergic reaction (anaphylaxis) are:

® arash

® having a hard time breathing
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e wheezing

e asudden drop in blood pressure (making you feel dizzy or lightheaded)
e swelling around the mouth, throat, or eyes

® a fast pulse

e sweating

You should get medical help and contact your doctor or staft if you have any of these or any

other side effects while taking the experimental treatment.

Confidentiality and Privacy

The personal information collected about you, including sensitive personal data such as health
data may be provided to and processed by AbbVie to ensure you receive the Regimen; to manage
the HCV Treatment Regimen Named-Patient Program administered by AbbVie (the “Program™);
to obtain an overview on participation, activity and safety reporting in the Program; and to allow
AbbVie to meet its legal obligations with respect to safety of the Regimen. If necessary for these
purposes or when required or permitted by law, AbbVie may decide to share your personal
information with its business partners, service providers, subcontractors and agencies
(coliectively referred to as “Service Providers™), ethics committees and regulatory agencies
These companies and regulatory agencies may be, and certain of AbbVie’s Service Providers
are, located in other countries outside the EEA that may not offer the same level of privacy
protection as you are used to in your country of residence and by signing this form you are
consenting to transfers to these countries. However, AbbVie and its Service Providers will keep
any information they receive as secure and confidential as possible, within the limits of the law
and in such cases steps may be taken to protect personal information as needed.

To ensure that your personal information is kept confidential, your physician will ensure your

name will not be included in any records that your physician provides to AbbVie, unless such
disclosure is required by law or regulations.

The personal information collected about you may be:

e provided to and processed by AbbVie and its Service Provider and disclosed to its/their
affiliates (as relevant) and their own service providers, in each case to provide the
Regimen to you and to manage the Program, to obtain an overview on participation,
activity and safety reporting in the Program and, in respect of certain limited personal
information, for AbbVie’s Service Provider to comply with its own safety reporting
obligations;
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e disclosed to governmental, tax or regulatory authorities and other persons as required or
permitted by law; and

o used to enable AbbVie and its Service Provider to perform statistical analysis, including
to analyse participation levels in relation to the Program and produce related reports, and
your personal information may potentially be anonymised into aggregate form to
facilitate this.

The personal information held about you will be retained by AbbVie and its Service Provider for
as long as required or permitted by law or regulations. If you revoke your consent, you will not
be able to take part in the Program. Also, even if you revoke your consent, we may still be
obliged by law or regulations to use and disclose the information we have already collected.

If you have any questions about the collection and use of information about you, or if you would
like to exercise rights that you may have with respect to this information under your national
law, such as a right of access and rectification, you should ask AbbVie at
AbbVieHCV TreatmentRegimen@abbvie.com.

When vou. sign this document, you consent to the access, collection, use, processing, disclosure
and transfer outside the EEA of your personal information including health information as
described in this informed consent document. If you do not sign this form, you wilil not be able
to take the Regimen.

Withdrawal/Voluntary Participation

Your doctor has determined that you may benefit from the Regimen but you can choose to
participate in the Program and take the Regimen voluntarily. You can stop taking the Regimen
at any time. If you decide not to take the Regimen or to no longer take the Regimen, the quality
of your medical care or any benefits to which you are otherwise entitled will not be affected and
there will be no penalty to you. Your doctor may also end your treatment if he/she believes that
it is in your best interest or if you are unable to follow the requirements of taking the Regimen.

When you withdraw from taking the Regimen for any reason, all drug(s) and drug bottles,
including those unused and empty must be returned to your doctor. You will also be asked to
return to see your doctor so that he/she may perform a final evaluation, which may include a
physical examination and/or laboratory tests.
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Consent

1 have read and understand this consent form and its contents were explained. My questions
have been answered to my satisfaction. | consent voluntarily to treatment with the Regimen
under the Program and | will receive a signed and dated copy of this consent form for my
records.

By signing this consent form, 1 am not giving up any of my legal rights.

By signing this informed consent form, | am authorizing the collection, access, use, processing,
disclosure and transfer outside the EEA of my personal data as described in this informed consent.

Name of Patient (Printed)

Signature of Patient Date

| attest that the patient named above (and/or legally authorized representative named
below) had enough time to consider this information, had an opportunity to ask

questions, and voluntarily agreed to take the Regimen and to be in this Program.

Name of Person Conducting Informed Consent Discussion
(Printed)

Signature of Person Conducting Informed Consent Date
Discussion

I certify that under applicable law | am the legally authorized representative of the patient named

above and that I am authorized to sign this consent to his/her decision to take the Regimen. Iam
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also authorizing the access, use, processing, disclosure and transfer outside the EEA of the

patient’s personal data as described in this informed consent..

Name of Legally Authorized Representative (Printed)

Signature of Legally Authorized Representative Date

The patient has indicated that he/she is unable to read. The consent document has been read to
the patient by a member of the staff, discussed with the patient by a member of the staff, and the
patient has been given an opportunity to ask questions of the staff.

Name of Impartial Witness (Printed)

Signature of Impartial Witness* Date
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Mopma 32 HHPOPMHPAHO CbhlJIacHE

Jexap:
[pod. onmuna Maresa

Tenedon: \
0898242850

[Tpouzsoguren:

AbbVie Deutschland GmbH & Co. KG
Knollstrasse,

67061 Ludwigshafen
['epmanus .

Tosa cnryiacke chabprka HHPOPMALLUA 38 BLIMOKHUTE PHCKOBE H 110131 0T CxeMara Ha Jieuene
na HCV (,,Cxema Ha nedeune), 3a 1a Bu noMorse na p3eMere HHQOpMHUpaHO pelieHHE OTHOCHO
nofyuasanero Ha CxemaTa Ha JjleueHue. Tasu dopma 3a mnbopMmupaHo cerioacue MoKe jAa
ChbABPIKA JYMH, KOUTO He pasbupare. Mond, oObpHeTe ce KbM Bawius nekap wiK nepconaia, 3a
na By passicHAT BCAKAKBH AyMH WM MHGOPMALHA, KOHTO He pazbupare CbRCeM AcHO. Moxere
Aa B3eMeTe BKBIIH HCHOOIMHCAH EK3EMILIAD OT Tasu QJopma 34 C'bIvlaCHe, 33 /id (HIOMHUHCIIHTS MIH
Ja OOCBAMTE CbC CEMEHCTBOTO CH, IIPUATENNTE CH MK ¢ Apyr dosek no Bam n3bop, npeau na
B3EMETE peweHHe. AKO peludTe fa npuemare Cxemara Ha jiedeHHe, e Oblere MOMONCHH Aa
npoyerere W Ja noanumuere Tasd QopMa 3a Chriiacue, 3a Ja NOTBBpAWTE, e Cxemata Ha
nedenve Bu e Guna obsicuena, KaKTo M e ¢Te ce ChIVIACUIIH Ja s onyyasare. Bue wie noayunre

KOMHE OT NoJnucanata popma 3a chriacue.

BuBepenne

Tasu Cxema Ha neuenue e oxobpena 8 CAUL u lllseiiuapus u npeacroun aa 6vie onobpeHa 1 B
Espona, BxkiarountenHo u 8 buirapus snyapu 2015.

Ilesn na Cxemara ua jJevyenne

Bawmndar nexap cnenuanHo € muiauckan Cxemara Ha JieucHue 3a Bac, 3aiomo uMare BUpyC Ha
xenatat C (HCV), a BcHYKM JieueHus, ONHTany o1 Bawns fexap 40 MOMEHTA, He ¢a YCTesn HIH
HsiMa IPYTH Tepanuy, noaxomsim 3a Bac, kato Baumsar nexap € tebpao ybeneH, ye MoxeTe [ja
Ce Bb3NoN3eare oT Tazi CxeMa Ha JeucHue.
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Undopmanms 3a Jeucnuero

AK LWIHTE j1a HEM Xemara e4qeH w:. uie I'i'jCMaTC
oSt + Yorasl Hhikonavive AT in - 020aburit

...........................................................
............................................

Bawwsy mekap ute By kawme KOaKo TabneTki rpsORa 1 NPHEMATE BCCKH JICH.

CxeMara Ha neueHue TpaOBa Aa € NPHEMA CaMO O JIHUETO, 3@ KOCTO ¢ Npeiticana.
Jlekapcreata TpsOBa J1a ce ABPKAT JATCHE OT J0CTBIA HA AEUA H XOPA, KOWTO HE MOraT 1a uerat

HAK He ca ciocoOHK fa CopaBaT ¢ METMKIMCHTH.
Mpouexypu

Mpouenypy (TO3H PAIET AABA HPHMEPH 34 HPOUEAYPH, KOHTO MOIAT AdA
BEBIAT H3IBBPUIBAHH))

AKO cTe ¢chImacHu 1a nipuemate Cxemara na nedenne, Bawuar nekap 1pa0pa ¢ CHrypen, ue CTe
J0CTaTBUHO J06pe, 3a 1a ce NOIOAKHTE HA NCHYEHHETO.

Crejute npoteaypy Morar Aa 6baT HisbLPLIEHH NPEIH 3ano4Bane na CxeMaTa Ha JCHCHHE:

o Ouanianen npernen
o Enexrpoxapanorpama (EKL — Ge30anesneno npociieBaie a puTbhMa Ha ChpLCTo Bu)
[pernea na susHenure GyHKLHN (KPLBHO HANATAHE, ChP/ICHHA YECTOTA H TEMAEPATYPA)

YpHHEH WK cepyMeH TecT 3a OpeMeHHOCT (3a KCHH, KOMTO Ca B CbCTOAHHE 1a HMal
aeua)

o Jlaboparopiiy H3CACABAHMA HA KPBB 1 YPHHA,

OTroBOPHOCTH HA NALHEHTA

3a na Modce BawusT nekap na pazbepe Kakbe edekt okasga Cxemara Ha nevenne Ha Bac u na
Bauma HCV, e ce ovakpa 1a npaBuTe CIeAHOTO:

s CheasaiiTe nncrpykundnte na Bawus nexap.

Apasalire ce Ha BoHUKH Balun naHHpanH NOCeIMEHIA 1 NPoUCiyph.

Moxe 1a ce HaNoKH Ja CrpeTe HAKOH MEAHKAMEHTH H 1004BKH, KOWTO TIpHEMAaTEe B
MOMEHTA. HAKOY JIEKAPCTRA, KOWTO NPUEMATE HIIH CTE HpHeMaly B MHHAJIOTO, MOTaT
Aa Bu nonpevar Aa npuemare tasn Cxema wa JjcucHue. Mons,
BCHUKHTE CH JTexapeTra ¢ Bainds Nckap,

nperneaaiTe

—— - — e —— e
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o [lpuemaiite 1 ChbXpaHsBaiTe BaweTo neKkapeTBO CHOpE] HHCTPYKUMKTE 1 BpbLUAiTe
HEH3IION3BAHOTO JIEKAPCTRO W/HIIH NPa3sHuTe KOHTeHHepU B KaOHHETa Ha JieKaps Nnpy
BCSAKO MOCEINEHWE.

e Hec cnopensite Bawiero nekapetso ¢ Hukoro. Enquncrsedo na Bac e paspeuleHo Ja
TnpUeMare JeKapCcTBOTO.

e Cuxpausipaiite JIeKapCTBOTO J@liede OT J0CThla Ha JHIA W XOpa ¢ OorpaHHuena
CnocoBHOCT 3a YeTeHe UM pazdupane.

e He npomensiite HHKOC 0T Baluure JekapeTna # HE 3a104BaHTe /1a [IPHCMATE KAKBHTO
¥ Ja 6110 HOBH JIeKapcTra, 0€3 Aa ce KOHCynTHpaTe ¢ Bawuus nekap, BIHOUMTETHO U
OunkorH 106aBKH.

e Kaxere Ha Baiig ekap 32 BCHUKM 34paBHH IPOONEMH, KOMTO UMATE, JIOPH H JI4 HE
MHCIHUTE, YE Ca BAXHH,

e Kaxere Ha Bawuus nexap, ako Hekate sia enpere npdema Ha Cxemara Ha JIeUeHHe.

e lle yyacTBaiiTe B HMKAKBH JPYrH MpoyuBaHus (MpHU KOUTO Ce MpeaocTass JieueHue
WIH OpYT NPOAYKT), AOKATO fpHeMate Tazd CxeMa Ha NeueHHe.

B ciyuall na cnewmoct, wesabasno Habepere Bauma MecteH TesnedOHEH HOMEp 3a CleliHa
IIOMOLLL.

AKo ce HykK/JaeTe OT crieliHa MeAMIMHCKA TOMOILL, He 3a0paBaiTe j@ KaXeTe Ha NpelUcTaBrTe
Ha CTIeTiHATAa MEMLMHCKA NIOMOLL, He nipueMare rasd CxeMa Ha nevenue. Cebpxerc ce ¢ Bawus
JICKap Bb3MOXKHO HaH-CKOpO.

Bawmsr JIEKap € yCTaHOBHI, YE MOXKE Ja HMaTe n0J3a OT CxemMara Ha JeueHue, AKO HMaTe
BBIIPOCH 3a NpaBaTa BH KaTo NALMENT WM 4KO CMSITATE, Y€ THLPITUTE BPea Wil UMATe Peakums
KbM CxeMara Ha JEHEHHE, HIIKM aKO HMATE HAKAKBH OPHTCCHEHHA HIIH OIINAKBAHHS 34 HpUeMa Ha
Cxemata Ha neyenHe, cBbpikeTe ce ¢ Baius nekap Ha tenedonuure Homepa, n30poeHH Ha
crpaHiua | Ha Tasu dopma 3a HHGOPMHPAHO CHIIACHE,

Puckone H Heyaoberna
JleKapcTBeHH PHCKORBE

Bauiusit nexap e Bu HaOGnronana 3a nekenanu peakunu ot Cxemara Ha nedende. Bawho ¢

pejHara jJaa ceobutasare Ha Bamua JIeKap BCHYKH CHMOTOMH, KOUTO CTC HManH. Baurusat JIEKAp

AbbVie Iloumenna nporpama 3a naudedra — CxeMa na deucHue Ha HOV

Cwrnacue 3a nevenune Bepeua 1.0 ~ 7 noemepn 2014 1,



MO%e ja By aaje APYIH JEKapeTsa, KOWTO j4a Bu noMOrsar npH Hemelan peakita. Axo Bue
win Bawmar nexap cMaTtaTe, Ue He MOYKETe Ja MOHACATE HEKEJIanWie peakiii, Cxemara Ha
JCUCHHC MOMKC 14 Opae HanbLAHO nperparcHa H Hic G'h,;kc‘l'c H3TETACHK OT uporpu.\m'm.
flocwpernaiire ce ¢ Jexaps, AKO HMATEe BLIpacH 3ad HPH3HALUWEC 1 CHMITTOMHTE H KAKBHTO K 4

HHI0 HEMRNAIH PEAKLH, 3a KOWTO CTe npoueiu B Tatn Gopma 3a HihOPMHPAHO ChIjlacke.

Mo, aKo HMaTe HIKAKBHM HEXENAHH PEaKIMM, BEAHATE J1a KAKCTC Ha JCKapa W HA JICKAPCKH
nepconal. Mons, yBesoMeTe TH, aKo HMaTe HSKak¥ Apyrd rpodnemu ¢ Bauiero 3apase Wik ¢
HAUMHA, 110 KOMTO cC YYBCTBATE 10 Bpeme Ha npuema Ha Cxemara Ha 1e1eHie, He3aBHCHMO Jasin

MMCJIHTEC HAH 1E, Ue TOBd € CBBPIAH0 Che {Uxesmara Ha JlieyeHue.
Hudopmauns 3a xopa, Noayqasamy komfunauns ¢he Cxema wa neuenne Ha AbbVie

Hekenann peakimm, KOTo ca G1iIM CHeTeHH 3a CBBP3any cbe CXeMaTa Ha Jeuchue, ca:

s ¢oppbex (15,7 %),

s ymopa (34,2 %),

o rajene (22.3 %),

o caabocet (13,5 %),

¢ 1npolaeMu cue ChHA (14 %),

* HUCBHK OpoH Ha kpbBHHTE KI1eTKH (5,3 %).

Teau peaxunn ce nadmoaapar noxe 5% no-4ecTo NpH NauMeHTH, npueMain Cxemara Ha
JIEYEHNE, OTKONKOTO NPH NAIHEHTH, KOMTO ¢4 [TOAY4aBAIN 3aXapHO xanye (n/1auedo).

Hexenana peakiuus, KOATO ce cuHra ca cBbp3ana camo cbhe Cxemara na neuenune (Oe3
pudaBHpHH), ¢ Coplex (6 %o).

Puck or nopumaBane HuBata Ha AJIAT

Mosnienyte nuBa na AJAT (nenlo, KoeTo ce H3C/He/1Ba B KpLBTd BH 1 KOETO e vecinyana jIipH
BHIIWICHHE HA 4epHua apod) ce CAVUBAT M0-HeCTO NPH NAUMEHTH, 1IPHCMALLH CCTPOICH-
ChABPIKALLH JICKAPCTBA, KATO MHOTO OT HPOTHBO3RUATLYHKTE Xanuera. TesH noBHLICHH HHMBA Ha
AJIAT ne npe/H3BMKBAT CHMITOMM, OOHKHOBCHO C€ NOMYUABAT (O BPEME HA UbpBHie 4
CCAMMUM OT TEpaniMATa N ¢ noaodpasar ¢ npoAbrkasane Ha CXCMaTa Ha JCUeHHC,

[lo speme Ha NpoOYUBaHUA, NPH KOWTO HAHMCHTHTE Ca noayvyabain CXemara Ha JCUSHHE ¢ HIin
Oes puGaBupun, 1pu 5 % OT NAUMEHTHTE, KOWTO ¢a NPHEMATH eCTPOICH-ChILP/KALLH NCKAPCTRY,
AJIAT ce e yBenuumsl 10 HUBA OT HA4 5 MBTH HAJ HOpMATa cliel sanousane Ha Cxemara na

AbbVie lonsmenna nporpama 3a naukents — Cxema ua aevenne na HCV
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JIeUEeHHE, B CPaBHEHHUEC C MO-MalkKo OT 1 % OT NnauMEeHTUTE, KOMTO HE Ca MPHEMaTH JICKapcTBa,
CBABPIKAILLH €CTPOTEH.

[TauneHTHTE, KOUTO NIPHEMAT JIEKApCTBa, ChAbPKAILH €CTPOreHH, e O6baaT MOMOJICHH Ja erpar
IpHeMa Ha Te3W JieKapersa npeiu sanodsade Ha teparnus che Cxemara Ha siedenue. Toma
NpeIynpexicHHe ce OTHACA 3a Xaruera, NIACTHPH, IIPLCTEHH, HHXEKUMH WIKM HMIUIAHTH, KOHTO
AOCTaBAT E€CTPOICH 34 LENMUTE HA KOHTpAUCHUMA MM 3a APYrH KIHHHYHH HHIHKALH,
BKTIOYWTEHO XOpMOHO3amecTBane. Tosa npeaynpexaeHve obaue HE ce oOTHacd 1o

H3TIOJI3BAHETO HAa BA'MHAIHHM KPCMOBE € CCTPOreH, W3Nnon3Baii 3a JMeHCHHE Ha CHMIITTOMHTC Ha
MEHOTIAY3aTa KATO BarvHalina cyxora,

Bamusrt neiap Moxke ja BH HacouM KoM IpYr MeTOH 3a lipeanaspaHe or1 3abpemeHsnaHe
(HanpHMep ¢ KOHTPALENTHB, CBLALPKAUL CAMO TPOFeCTHMH), AKO CTe MNpHEMaH eCTpOreH-
ChIBPXKALIH JIEKapCTRa 34 KOHTPOM Ha paX1aeMocTTa.

Husara na AJIAT B kpeita B 1ie Obar u3MepBan 10 BpEME Ha Ta3H Nporpama.

TMoBnienn HUBA HA OHAMPYOUH

Hsixon nauwentd, npuemautd CxemaTa Ha leueHHe, MMatT NOBHIIEHH HMBA HA OMaAHpYOHR
(BCLLLCCTBO, H3MEPCHO B KPBBTA BH, KOQETO e NMPOoH3BENIa, KOraTO YCPBEHHUTE KPBbBHH KINEeTKH ce
paspyiluaBar), KOeTo NpH MallbKk Opoii xopa MOXe /ja NpeAH3BHKa MOKBIITABAHE HA OUHTE MITH
noj e3uKa. Te3u NOBUIWCHHUS Ha OunupyOHHa ca BpeMEHHH U HE ¢a NPUUMHEHY OT yBpexate na
uepHua apo6. [losuineHnero Ha OuiMPYOUH OOHKHOBEHO JOCTHrA A0 Hal-BHCOKOTO CH HHBO

Hpes ppsara ceAmMHua ciej sanousaHe Ha Cxemara na Jeuenwe W ce nonobpasa npu

NPOABIKABAHC HA JICHSHHETO.

O6wa undopmauns

Cxemata va neucHHe MOXEe Jla ce HaMecBa/B3aHMOICHCTEA ¢ HAKOM JIEKAPCTRA, TaKa ye Tpabpa
Aa yBeJoMuTe Balllus flekap 3a BCHYKH JISKAPCTBA, BKIIOYHTETHO OWIIKM WK BHTAMHHH, KOWTO

rpueMare.

KbeM MoMeuTa He ca AOKJIAABAHY CMLRTHH cilydad, KOHTO Ad ¢a CUCTCHH 3a CRLP3AHH Che

Cxemara Ha JleueHHe B KOETO W Jia € OT KIHHWYHUTE NpoyuBanua Ha AbbVie.

AbbVie IMouMenta nporpama 3a naunenta - Cxema Ha neusHue va HCV

Corracue 38 Jieyenue Bepeua 1.0 — 7 noemupu 2014 1.



BaxHo ¢ Jia He ce 3a0pass, ye Cxemara Ha agucHue Bee owle He e oio0pena wbe Balara crpana 1 Bee
Ollle ce MpoyYBa NPH XOpa, TAKA Ye HAKOH OT PHCKOBETE 0T KoMOHHaunHTe che CXeMaTa Ha NeYCHHe BCe

QuIe HE Ca HABCCTHH.

B nonbiHeHHe, KAKTO npHY BCHYKH JIEKAPCTRA, CXEMaTa Ha JCYCHHE MOXKE /18 LOBEIE A0 HEOHAKBEHH

ANePruuHK peaKkLni.

Hudopmanns 3a Gpemenuocrra

Puckopere or Cxemata Ha leverne no BPEME HA GPC.\NHHOC'!' HE Cd HIBCCTHU.

B'bﬂpt‘KH TOBA, 34 pl-‘lﬁill'ﬂlplﬂ‘i € HIBCCTHO, Y& NPHUHHABA YBPCKIAHHA Had 1JI0AL H MOWKC Jla JIOBC/IL 10

CMBPTTA HA HEPOAEHOTO AeTe. BiTe pHCKOBE, CHBP3AHY ¢ pHBABHPHH.

Puckose ot ANEPrU'iny peakilHH

[Touakora xopaTa UMaT aiepruuti peakunu kbm Cxemara na nevenue. AKO HMaTe MHOMO JolIa
alepIHyna peakums, MoxKe Ja ympere. HakoH Hellla, KOHTO C¢ CAYUBAT M0 BPEME Ha aJCpryuna

peakuud, 1 KOUTO MOrat Aa €a NpH3HAK Wid CHMATOM HA XHBOTO3ACTpallaBalla wieprH4Ha
peakis (aHaunakcus) ca:

e 0oBGpus,

®  3aTPYAHCHO HIIAE,

®  XpHIIOBE,

® BHC3ANHO CNAJaHE HAa KpPbBHOTO HAIATAHE (KOETO Bu Kapa fa c€ 4yBCTBaTe
3AIUEMCTEHH HITH 3aMAasHu),

nogynane oKoONo verarq, "LPIIOTO JWIIH OUHTEe,

® YCKOPEH MyJIC,

* H3noTanaHe.

Tpabpa na norbpeuTe Nekapeka NOMOLL H Jla ce eabpkeTe ¢ Bauiug nekap Hin nepconaia, ako

HMATE HWAKOA OT Te3d HHIH APYTH  HeXenann peakunHd o BpeMe na
CKCNEPHMCHTAIHOTO SICYEHHE.

HpHEMa Ha

IMosepurennoct n anuna Taitua

AbbVie [TouMenna nporpama 3a nalnenta — CxeMa na ncuenie na HCV
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Cvbpanara nuuHa vHQOpMaLMa 3a Bac, BICHOYUTECIHO W UYBCTBHTCIHHM JIMYHHA JaHHH, KATO
HANpPYMMED 3APaBHU JAHHH, MOXeE Ia 6ble npenocTaBena u aa ce obpadorsa ot AbbVie, 3a aa ce
rapaHTupa, 4e nonyuasare CxeMara Ha Ne4eHHE, Ja ce YNpap/ifBa MNOHMCHHATA MalHeHTCKa
NpOrpaMa 3a TepanesTHYHa cXema Ha jieuenue Ha HCV, npunarasa ot AbbVie (,,[lporpamara®),
Na €€ MOJNY4YH [IpeacraBa 3a y4acruero, JeHHOCTTa W J0KA3aABaHeTo 3a Oe3onacHocTra n
I IporpaMara; 1 ga 1038014 Ha AbbVie jia H3nbLiHK CBOUTE MPaBHH 3AXbIKCHHA MO OTHOUIEHHL
na DesonacnocTra Ha CxeMara Ha JeuenHe. AKo ¢ HCOGXOAI-EMO, 34 TC3H LUEITH HJIKM KoraTo ToBa
CC W3HCKBA WM € paspelleHo OT 3axkona, AbbVie Morar ja peliar ga crojensTt jwuxata Bu
uHdopmaums cbe cBoure OH3HEC NMAPTHLOPH, NOCTABUMLM HA YCIYFH, MOAWITBIHUTENH W
areHuny (HapuyaHd no-pony JlocTapuuum Ha yeayru'), eTUYHH KOMMCHHM W PErynaTopHH
areHUMH, Tesun ApyXKecTBa H PeryiaTOPHH areHUHMH MOXKEe Ja ¢a, a HAKOW OT JIOCTaBUYMIIHTE Ha
yeayrd Ha AbbVie ca, pasnonoxeuw B Apyrd cTpaHd M3BLH ERponefckoTo MKOHOMHYECKO
NpOCTPaHCTBO, KaTo TE He Morar ja MpeijiokarT CbUIOTO HUBO Ha 3aluTa  H4
HEMIPUKOCHOBEHOCTTA HA JIMYHMTE JaHHM, koerto e o0HuaiiHo 3a Bawara crpana, M C
noanucBaHeTo Ha Tasu dopma, Bue ce chrnacarare Ha TpaHcepH Ha JAHHH KbM TE3H CTPAHH.
Bunpekn ToBa AbbVie M HEroBuTe N0CTABUMLIMTE Ha YCJIYIW IUe NPOALIDKAT Aa Na3iT BCAKA
WH(DOPMaIHA, KOATO MOAYYABAT KAaTO CUI'VPHA M 110BEPUTENTHA, KOJKOTO € Bb3MOXHO B paMKHTE
HA 3aKOH4, KATO B TAaKWBa cllyvyaH MOWE Ja CC [pCANpHeMaT CTHIIKK 3a 3alATa Ha JIMUHHTE
J@HHU, KaKTO € HEOOXOANMO.

3a nma ce rapanTupa, 4e Bamara nuuna uHbopmaumMa ce naszd B Tadna, Bammar nexkap uie
rapaHTupa, ye Bamero uMme HAMa fa Obae BKIIOYEHO B HUTO €/lHH OT apXHMBHTE, KOUTO Bawuwar
jAekap nmpefocraBd Ha AbbVie, OCBEH 4KO TOBA HE CC M3MCKBA NO 3aKOH MAY MOA3aKOHOBH
aKTOBE.

Crbpanara nuyua uHopMmauus 3a Bac Moxe ja 6nue:

* npegoctaBeHa Ha M oOpaboTeHa oT AbbVie W neroBure AOCTaBYMLM HE YCIYTH U
nokazaHa Ha HErOBHUTE/TexHMTe GUIHANH (KaKTO € YMECTHO) M TEXHHTe COBCTBEHH
DOCTaRYMIM HA YCIYTHM BB BCEKHM Cllyuall, 3a Aa npeiocrapdT CXeMara Ha JICYCHHE 3a
Bac ¥ 33 ynpasJeHHMETO Ha NporpaMata, 3a Jia ce NOJNYYH TPEeAcTaBa 3a YUaCTHETO,
AeHROCTTa ¥ JOKIAABAHETO 3a He30MacHOCTTa B NPOTPaMaTa M 1o OTHOIIEHHE HA HIKOW
OrpaHM4eHusl Ha Jimunara WuQopManiia, 3a Ja MOorar AOCTaBuHUMTE Ha YCNYrd na
AbbVie 1a criazpar CBOMTE 3a0bIKEHHA 34 OTHHTAHL Ha Oe30nacHoCTTa;

d pa3KpHTa Ha HDHBHTGJICTBCi'iﬂ, ARMLYHK HATH pel’)’.fl‘dTOPHH oprann H ,upyru JIMHLIA, KAKTO
C€ M3MCKBA W PA3pELLABA OT 3aKOHA; U

* H3gon3BaHa 3a unabpwisaHe oT AbbVie u merosure jocT4BUMUM Ha YCNYrH Ha
CTATHCTHYECKH AHATW3W, BIIIOUMTENHO aHaiW3 Ha HWBATA HA y4yacTHe, CRBLD3aHU C
nporpaMara M M3UOTBSIHE Ha CBBP3aHWTE ¢ Hew [OoKnaad, kKato Bawara nduana
VHPOpMaLMA MOXKe NOTeHUHanHo Ja Obje Hanpagena aHoHumHa B 0bobuiena hopma 3a
YJCCHABAHE Ha npoleca.

AbbVie INMoumenua nporpama 3a naunenta — CxeMa Ha nedenne ua HCV
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Jluunata unopmanms, manuuHa ja Bac, we Onje 3aabpkaHa oOT AbbVie H HErOBUTE
NOCTABYMLM HA YCAYTH TOJKOBA ABArO, KOJKOTO M3UCKBA WM € Pa3pelicHO OT 3aKOHA WK
[TOM3aKOHOBHTE aKTOBE. AKO Bue OTTErnuTe CHIIACHETO CH, HAMA ja ObaeTe B CHCTOSHWE JId
p3eMete yuactne B [lporpamara. Cbulo taka, 10py W Aa OTTETIHTE Batwero cwhrnacue, HHe BCe
Olle MOXEeM fa Ob/CM 3aJL/IKEHH N0 JAKOH WM No/3AKOHORH AKTORC jla H3MOJ3Bame W
paskpuBame HH(QOPMALMATA, KOATO Beve cMe Chipan.

AKO HMATE HSKAKBH BHUPOCH OTHOCHO ChOMPAHETO M H3NOIIBAHCTO Ha MHPOPMRIH 51 Bac,
Hild aKO HCRaTe Jlla )'llp'd')KHHI'C Ilp'dllillil, KOHITU MMATe 1O OTHOMICHHS 11 TasH l‘HH!JUp?\HlHHH
chbrnacHo BaweTo HAUMOHATHO 3aKOHOAATE/ICTBO, KATO HANPHMED [1PAaBO Ha A0CTBI H NONPABKY,
cilera xa nonuTtate AbbVie na AbbVieHCV TreatmentRegimeniwabbyvie.com.

C noamMcBaHeTo Ha AoKyMmenta Bue ce cpruiacsisare ¢ J0CTbia, ChOMpaHETo, H3NOMIBANLTO,
oOpaboThanero, paskpusaHero #  Tpaucdepa HIBBH  EBPONCHCKOTO  HKOHOMMUCCKO
IPOCTPARCTBO Ha Bawsarta Juuta nrGopmaiiig, BRAIOUHTCIN0 W 3ApaBHa HHQOPMAaLMs, KaKTo ¢
ONHCAHO B TO3M AOKYMEHT 33 HH(GOPMHPARO ChIjlacHe. AKO He noaieTe Tasu (popma, Bue
HiMa Ja MOXeTe J1a npuemaTe Cxemarta Ha ne4eHue.

Orrerasine//lodpoBoaHO yuacTie

Bauimar ackap ¢ veradosua, de Bue sowere j1a umate nosiza or Cxemara na nedenue, Ho Bue
MOKETC A4 11363})&‘- re J1a yuacrsare B l!porpa.\m'm H Ja npueMarte CxeMaTa Ha NeueHHe caMo
J0OpoBONIHO. MoskeTe Ja cnpeTe npueMa Ha CXeMara Ha JICUeHHE 110 BCAKO Bpeme. AKO pelInTe
Ada He npdemare Cxemara Ha MEYEHHC HIIM NHOBEYE Ja HE npHeMarce Cxemara Ha JieucHue,
KQYECTROTO HA MCJHIIHHCKHUTE PHAKKM WK KAKBHTO W /1A 1o 0De3WICTEHHA, HA KOWTO MHAYE
HMaTe 1paso, HxaMa da OLAAT 3aceriary M HAMZ 13 HMa HHKAKRo nakazauue 3a Bac. Bawmwsr
JNIEKAp MOXKE J1a [IpeKpaTH JIEYEHHETO Bu, ako TOW/TH cMATA, Y& TOBa € B H&ﬁ-floﬁ'bp HHTEpCC 3a

Bac wiH ako He CTe B ChCTOAMME Aa OTIOBapATe Ha HIHCKBAHHMATA 3a [IpHeMaHe Ha Cxemara Ha
JIEHCHHE.

Koraro ce orrersmre o1 npuemane wa (Uxemarta ma JCUEHHC MO HAKAKRA NPHUMIG, BCHUKH
NEKAPCTBA M OYTHAKH ¢ JIEKAPCTRE, BKIOYHTEANO HEHINON3BANITTS H npasnuTe, Tpadsa da Obaar
h'bpl-l-’:l'l"l‘l Ha Bawmna nekap. Bue cbino raxa nie Tpadea da ce gnpuete npy Baiiug nexap, taka ue
TOW/TA Aa MOWE Ja HIBBPIIM OKOHUATE/IHA OLCHKA, KOATO MOXC Ja BKIOUBA (PHIMKAICH
nperiea u/uam naboparopiu TecTose.

S — e

AbbVie MoumeHna nporpama 3a namsenta — Cxesa Ha Aguenne sa HCV
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Crriaacue

[pouetox u pasbupam 1azkh GopMa 3a ChITIACHE, KATO CLIBPKAHHETO A MU Oetie 00ACHEHO.

Y IOBNETBOpPEH/a CbM OT OTTOBOPHTE Ha BBIpocUTe MU, CbriacsiBaM ce 10OPOROJIHO HA Teparud

cee Cxemara Ha nedenue no [lporpaMaTa u me noayya Komue OT Tasd GopMa Ha ChIVIaCHE ¢

Jata ¥ NNoAIInC 3a MOA apXHB.

6 HOAHMCBAHETO Ha TasH cpop:wa 3 CBINEACHEe, He € OTKa3zBaM OT HHKOE 0T MOMWTe 3AKOHIIH

rpaga.

C nognuceaHeTo Ha Ta3n Gopma 3a MHPOPMWPaHO cbrnacve a3 paspewasam cvbupaHeTo, gocrtena,
v3Mnon3saHeTo, 0bpaboTBaHETO, pPasKpPUBAHETO WM TpaHcdepa M3BLH EBPONENCKOTO MKOHOMMWYECKO

NPOCTPAHCTBO HAa MOWUTE JIMYHM AAHHK, KAKTO € ONKUCaHo B TOBA MHPOPMUPAHO chraacve.

[EQpr 7@0! mop Kpscres

WMme na nawenta (C nedaTHH GyKpn)

1.

H T

[TognHe Ha napHeHTa

ag. o1 2075

Hara

Y nocTopepsiBaM, H€ [aUMEHTBT C [MOCOYEHOTO HO-Trope uMe (M/HAH IOpHIMYECKH

YOBAHOMOLICHHAT NPEACTABHTEI C MME, KAKTO € OIMCaHO HO-,IIOJ'I}’) € pasnoJaral ¢

NOCTATBbYHO BpeMe, 3a Jna obMMCIH Ta3K HH(bOpMaU.Hﬂ, € UMan BBEAMONHOCT 13 3danaBa

BLIPOCH H a00pOBOJIHO e chrnacdpa Oa lipdema CxeMara Ha fiedyeHHe W aa Obie B

Ta3H [Iporpama.

sl Lrecine Biass Bme”

Mé Ha JIMUETO, NPOBEXKAALLO Pa3sroBOpa OTHOCHO
uHpopmupaHoTo cbiyacke (C neyaTHn OyKBH)

TO, IIPORENKALLO PA3TOBOPA OTHOCHO
TO Chriacue

Iloanuc na n
HHpopMHpa

Wby
Jara

AbbVie IMauMenHa nporpama 3a nauxedTa — Cxema Ha neuenye Ha HCV
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Jlexnapipam, 4e CbITIACHO NPHACKHMOTO 3aKOHOAATEACTBO, a3 CbLM JAKOHHO YLIHOMOUIEH
IPEACTABHTEI] HA 1IAUMEHTA C IOCOYEHOTO NO-TOPE HME, H 4¢ CbM YIIBIHOMOUIEH/A da NoAnHIa
TOBa CbIACHE 38 HETOBOTO/HEHHOTO pelueHHe Ja npueMa CXeMaTa Ha JIeUCHHE, A3 CbLIO TakKa
paspeliapaM  JOCTBNA, HINOA3BAHeTO, 0OpaloTBAHCTO, pa3lKpHBaHeTO MW TpaHcdepa HIBLH
EBponefckoTO HKOROMUYECKO NPOCTPAHCTRO HA JIMYHKTE JAHHW HA NALHENTA, KAKTO € OJIHCAaHO
B TOBA HHPOPMHUPAHO ChIjlacKHe.

Mme nawpwanueckn yubanomowenns npeacraanren (C
fevaTiM Gy KBH)

Moanuc Ha 1OpHIHYECKH YITLAHOMOUIEHHS NIPEACTABHTEN Hara

MauenTsT € nocoumsn, ue TOW/TA HE ¢ B CHCTOSHHC Aa 4ere. JOKYMEHTLT 3a CLIacHe ¢ Oua
MPOY¢TEH HAa MalMeHTa OT WIeH Ha nepcoHasa, O € o0CbAell ¢ NaudeHTa OT WICH Ha

Nepcodana y Ha rnanHenTa ¢ Ouna qaieHa BuIMOKHOCT Aa 3a1apa BLIPOCH Ha nepcoHana.

HMme na Geanpuctpacren esuaeren (C nevarin Syknie)

Hoanwue na 6eanpuctpacten cauaeten *

Hara

AbbVie [NMonmenna nporpama 3a nausenTa — CxeMa na jevense na HCY i
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®opma 32 nHPOPMHUPAHO CbIjlacHe

Jexap:
_ Hpog. Jhopmuna Marena :
« g N e TR A 5 0

. - P o g i
\ ‘ , ol MAE T BT I e i S TR B RMEN

Tenedoxn:
0898242850

[Ipou3soauren:

AbbVie Deutschland GmbH & Co. KG
Knollstrasse,

67061 Ludwigshafen
T'epmanHs

Tora cprnacue cbAbpIKa MHPOPMALIKA 32 BE3MOXKHIUTE PUCKOBE M 1013K 0T CXEMATa Ha JIcHeHHe
Ha HCV (,.Cxema Ha neueHue’), 2a aa Bu nomorie 1a p3emMere HHGOPMHPAHO pelleHHe OTHOCHO
nonyuyagaHero Ha Cxemara na nedenue. lasu dopma 3a WHOOPMHPAHO CbrIACHE MOXKKE Ja
CBABPKA JyMH, KouTO He pa3bupare. Mons, obbphere ce Kby Bainus iekap nnu nepcosana, 3a
na By pa3acHAT BCAKAKBH IyMH Wi WH(OpPMaUMs, KOHTO He pasdupare chLBceM sicHO. Moxere
Ag B3EMETE BKBIUH HEMNOGANMCAH eK3EMILTAP OT TazH (bOpMﬂ 3a Chriacue, 3a J1a nNoMUCIHTE HITH
Ja 06CHIUTE CbC CeMEHCTBOTO CH, NPUATENNTE CH WK ¢ ApYr yosek no Bam wibop, npeau na
B3ECMETE pelleHHe. AKO peludte Aa rpuemare CxemMara Ha JiedeHHe, 1ue ObACTe NOMOJICHH ja
npouereTe M Aa OOAMHMUIETe TasH GopMa 3a Cbrnacue, 3a jJa MOTBLPAMTE, uye (Cxemara Ha
NeucHue Bu e 6una 00GAcHeHa, KaKTO U ¥e CTe ce ChrackHiy aa g nojayuyapare. Bue wie nonyuure
KOTIHE OT [10/[1iKcaHaTa opmMa 3a Cbriacte.

BunBeacnne

Tasu Cxema Ha nedenine ¢ og00pena B CALLL u Uselinapus w npeacron ga Onae 0406pena v B
Espona, BkinounresiHo ¥ 8 beirapus auyapu 2015.

Hen wa Cxemara ua nevenne

Bawwar nexap cneuuando ¢ uzuckay Cxemara Ha jeucHue 3a Bac, 3amoro wMare BHUpyC Ha
xenatur C (HCV), a BCHYKH JicUeHHA, ONMMTAHM 01 Ballus j1ekap 40 MOMEHTA, HE €a YCITeaH HiH
HAMd ApYIHM Teparnuu, noaxouaiuy 2a Bac, karo Bawuat nexap e teepao ybenex, ue MoxeTe jia
e BBLANOABATE OT Tasd CXeMa Ha ICUEHUE,

AbbVie [lonmenna nporpama 3a nauuenta - Cxeama Ha seuende Ha HCV

Curnacye 3a sieverne Bepeus 1.0 — 7 noemspn 2014 1.



Hudopmanns 3a acHenuero

AKo pelunTe Ja npuemare Cxemara Ha JeUeHHe, B3gmarte

§ ) u;e
Tj/ SO+ Ritonavir+Dasanli'r + bavi i

Baumst nexap me Bu kaxe konko TabineTky TpAOBd 1 IpHEMale BCeKH JICH.

Cxemara Ha NeueHHe 'l'p}lGBﬂ Aa ce npaeMa caMo o1 AHUCTO, 38 KOCTO ¢ NpCUIHCaHa.
chxapcma'ra 'rpﬂﬁua Aa ¢ ALPXKAT Aaneue OT J0CThIa Ha ASLa H XOpa, KOHTO He MOraT j1a HeTarl

HAIH HE €A cNoCOOHH 1a BOPABHT © MCIAHKAMEHTH.

Npouenypu

[poueavpu (TO3H PAIJET JABA HPHMEPH 34 [IPOUEAYPH, KOHTO MOIAT A
bBIAT HIBBPIIBAHH))

Ako cTe chitacHm aa tpuemare Cxemara na nedenne, Bawust nekap tpadea e curypem, ue cre

JAOCTATBYHO ,’106[)0. 3a [Aa CC NMNOANIOKHTC HA JCHEHHCTO,

Cahemirre npoueaypH MOraT aa 0BLAaT WIRLPUICHH fipe/i 3anounaie na CxeMara Ha JicHeHHe:

*  Qu3MKaIEH perne

s Enexrpoxapavorpama (EKI” — GeaBonesneno ripociieisBaHe Ha pHThMa Ha chpueTo Br)

¢ [pernei Ha »u3HEHHTE QYHKIMH (KPBBHO HaNsrase, ChpAeuHa YECTOTA M TeMllepaTypa)

*  VYpHHEH WM cepyMeH TecT 3a GpeMeHnocT (3a JKeHH, KOMTO a4 B CBCTOSHHE Ja WMAT
Jeua)

®

JlaBopaTopnn H3CALBANKM HA KPHLB W YPHHA.

OTrosopnocrs Ha nanHeuTa

3a na moxe Bawmyr nexap aa pasbepe kaxoi edexr okazna CXemara na jeueHude Ha Bac u ha
Bawus HCV, wie ce 0Maksa ja npasuie caeHoro:

e CacapsafTe wHCTPYKUMHTE na Bawns JCKap.

o SlpapaiiTe ce Ha BCHYKM Baimu DAGHHPARH DOCCIUEHHS W LIPOLIC/LY PH.

¢ Moxe j1a ce HANOXKH Ja CIIPETe HAKOH MEJMKAMEHTH W A0BABKH, KOHTO npHemarte B
MOMCHTA. HAKOM JieKapcTBa, KOHTO npHemMarTe HAM CTe npueMank B MUHANOTO, MOTAT

Aa Bu nonpeuar na npuwemare Ttasu Cxema na seuenue. Mons, Iiperneaaiire
BCHUKHTEC CU nekapcTsa ¢ Baima nexap.

S ——

AbbVie Mommenna nporpama ta naunenta - Cxema wa aesenne g HCV
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e [Ipuemaliite u coxpaHasaiite Bamero nekapcTBo Cnopes HHCTPYKIMHTE H BpLINAHTE
HEU3NOJI3BAHOTO JIEKApPCTBO M/HIIH Npa3HHTe KoHTeHHepH B KabWHETa Ha fieKkaps npH
BCAKO MOCEILEHHE.

e He cnopensiite Bawerto jiekapetso ¢ HUKorO. EauncTeeno Ha Bac e paspeuieHo jaa
fIpUEMaTe JIEKapCTBOTO.

¢ (Coxpauspalite nexapcTBOTO Aajedye OT JOCTHNA HA JIMUA M XOpa € OFpaHH4CHa
CIIOCOBHOCT 3a YeTeHe MM pasbupane.

e He npomensiite Hukoe oT Bainure nekapeTsa v He 3ano4BaiTe a NpHEMATE KAKBHTO
 jia Ouio HOBH nekapersa, 0¢3 Aa ce Koncyarupare ¢ Banms nexap, BKIIOUHTENHO H
OHITKOBM N0OaBKH.

o Kaxere Ha Bamus jekap 3a BCHMKH 3paBHU 1pobJIeMH, KOMTO UMaTE, A0PH W Ja He
MHCIIMTE, Y€ ca BAXKHH.

¢ [Kaxere na Bawms nekap, ako Hckate Ja crpere npueMa Ha Cxemara Ha jieueHue.

e He yvacrsailiTe B HHKAKBH Lpyrd Npoy4yBaHHA (MIpH KOMTO ¢€ NMPEeAOCTABA JICUCHHE
WIH IpYT NPOAYKT), AOKATO npremMate Tazn CXema Ha JIeUeHH e,

B cnyuait Ha cneuinocT, He3abaBHO Habepere Baums MecTeH TeseOHCH HOMEP 3a CRELIHa
[IOMOL,

AXO ce HyA(AaeTe OT CMellHa MEULIHHCKA 11oMoll, He 3abpaBsiTe Ja KaXeTe Ha npeacTaBHTeNs
Ha CMEelIHATa MeIUIIMHCKA NOMOL, Ye npuesMate Tazm Cxema Ha jJedenue, CpnpxeTe ce ¢ Bawns
NEKap Bh3MOXKHO Hai-CKOpO.

Bawuusr jiekap € ycTaHOBHIA, Ye MOxe Ja MMaTe nosisa oT CxeMata Ha fedyeHHe. AKO uMare
BBIIPOCH 3a Nparata Bu KaTo MauKeHT MK aKO CMATATE, Ye ThpIIMTE BpelJa MM UMaTE PeaKii1a
kM Cxemala Ha JIEYEHHE, HITH aKO HMATe HAKAKBY NPHTECHEHMS WM OFUTAKBAHKS 3a PUCMA Ha
Cxemata Ha jie4eHMe, CBbpIKETe ce ¢ Bamus iekap na renepoHHHTE HOMepa, H3GPOeHH Ha

crpannua 1 Ha Tasu opma 3a uHHOpMUPpalo ChITacHe.

Puckose H neygo6crea

JIeKADPCTBEHH DPHCKORBE

BawmusT siekap e By Hadmonasa 3a Hexenann peakndu o1 Cxemata Ha aeucnme. Baxuo ¢

Be/Hara fia ¢bpodinasare Ha Baiuus nekap BCHYKH CHMIITOMH, KOHTO CTE HMMaTH. Bammsar JeKap

AbbVie [Moumenna nporpama 2a natiwenta — CxeMa Ha fededue va HCV
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Moke Aa Bu mane apyru sekapersa, kosro a By nomorsar npy HemkenaHu peakiiiu. Axo Bue
HH Bamustr il(.‘l\'(lp CMATUTE, HC e MOKeTe Jd HOHACATC HOWRCTAHHTC PCakiivi, {xemara ua
JNEeHYEHHEe MOXKe Oa 61),‘1&‘ HAMLIHO OpcKpaTcéHa H I 6'[:,11'.."!‘(.' H3TEerJieHH OT npor‘pa.\[a'ra.
[Nocwoernaire ce ¢ jic {apA, ak0 HMATE BLIPOCH 3d MIPA3HAUMTE H CHMITOMHTC Hil KUKBHTO H jla

OMI0 HeXKENAaHHU PEaKLIHK, 33 KOUTO CTE 1Ipoyein B Tasd (popmMa 3a mHPOPMUPAHO ChIvIacHe.

Mong, ako MMaTE HAKAKBY HCXKCIAHH PCariiiM, BeIHara 1a Kamcere Ha NCKapyd UK HA JTICKAapCKHi
NnepcoHall. MOJIH, VRCJAOMCTC TH, AKO HMATC HAKAKBH JAPYIH llpUG.'ICMH ¢ Baurero BApdABC HiH ¢
HauuHa, No KOHTO ce UyBCTBaTE 1O BpeMe Ha MpHEMA Ha CxeMaTa HAa JICUCHHE, HE3aBHCHMO AdilH

MHCIHTE HJIH HE, Y€ TOBA € CBBP3aHO CbC CxenmaTa Ha nedeHHe.

Hndopmaums 3a xopa, noayuasamn komGanannn csc Cxema na tevdense va AbbVie
Hexenany peakimu, KOMTO ca OHAKM CHCTCHN 1 CRBPAHN C1e (UXeMaTa Ha JCYeHME, cil:

o chplex (15,7 %),

e vMmopa (34,2 %),

* rajene (22,3 %),

e cmnabocr (13,5 %),

e npodiiemu cxe cniia (14 9%),

*  HUCBK Opoit Ha KpusHitTe KICTKH (5,3 %),

Tesn peakunn ce nabmionasar noHe 5 % HO-4€CTO fIpH MAUMEHTH, npHemal Cxemara Ha
feyeH’e, OTKOMIKOTO TPH NALUKWEHTH, KOHTO €a 110fly4aBaiid 3axapHo xan4e (ruiaueGo).

Hexenana peaxups, KosiTo ce CuMTa ca CBLp3aHa camMo c¢be Cxemara Ha Jeuenpe (He3
pubasupun), e cupdex (6 %).

Puck o nopHiapane uuara na AJIAT

Hosuiwennte nupa Ha AJIAT (Helo, KOeTo ce H3ciIelBa B KpbBTa BH H KOETO €€ YBEHUABA MPH
BLIMANICHUE HA uepHMs Apo0) ce CAYUBAT NO-YECTO NPH TALHEHTH, NPHUEMALLM eCcTporen-
CHLALPAKALLH JICKAPCTRA, KATO MHOFO OT [POTHRO3AUATEUHHTE Xanuera. Tetd NOBHILCHH HHBA HA
AJTAT He NPSAM3BHUKBAT CHMITTOMH, OOHKHOBCHO €C TIOAYUARAT 110 BPEME Ha ubpsiie 4
CEAMHLM OT TCPANMATA W CC NOA00PABAT ¢ NPOTLIKABANC HA CXEMATH B /leHEHHE.

110 speme Ha NPOYUBAHHA, NPH KOHTO MALMEHTHIE Ca NoJydasa/in CXeMaTa Ha JICUCHHE C HIH
Ges puGasHprH, npH 5 % OT NALMEHTHTC, KOWTO Ca NPHEMATH ECTPOFSH-CL/IhPKAILM NCKapCTBa,
AJIAT ce e yBesMuna 10 HMBa OF Hald 5 THTH Hall HOpMaTa Cieil 3anovbane na Cxemara Ha

AbbVie Iosmenta nporpama 3a nauneHTa ~ Cxema na Jevenive ma HCV

Curaacue za seuenie Bepens 1.0 ~ 7 noemepn 2014 .



neveHue, B CpaBHEHME C 110-Manko oT | % OT NMAaUMCeHTUTE, KOUTO HE Ca UPHEMAIIN JIEKapCTRy,
CHABLPKALLH ECTPOTEH.

[laueHTHTE, KOUTO MPUEMAT JIEKAPCTBA, ChABPXKALUM CCTPOTEHH, 1ie ObJAT NOMONEHH Ja CripaT
npHeMa Ha Te3H JieKapcTBa Mpeid 3anouBaHe Ha TepanHs ¢be Cxemara na nedenue. Tosa
npeaynpexaeHde ce 0THACs 3a XanyeTa, IVIACTHPH, IIPBCTEHH, HHKEKIMH Wi UMTLIAHTH, KOHTO
JOCTABAT €CTPOred 3a HeaHuTe Ha KOHTpalenida HiM 3a IpyrH KIHHAYHW HHAWKAUHK,
BKAOHHTENHO XOPMOHO3aMecTBale. Tora TIPCAYNPCACICHHE obavue HE €€ OTHACH U0
M3MOI3BAHETO HA BArMHANHM KPEMOBE C €CTPOTIeH, H3MOJI3BAHU 3a NEUYCHUE HA CHMIITOMHUTE Ha
MEHOIay3aTa KaTo BarHA/IHA CYX0Ta.

BawusT nexkap Moxe na Bu HacouMm KBM JpYr MeTOA 3a npejanaspaHe OT sadpemMcHsBane
(HanpuUMep ¢ KOHTPAUENTHB, CBHABLPAKALL CAMO TPOTECTHH), AKO CTE NPUEMAId CCTPOTEH-
ChADPKALIN JIEKAPCTBA 38 KOHTPOT Ha parkiacMocTTa.

Hupara na AJIAT B kpbeTa By me 6naar usmepsanu no BpeMe Ha Tasy nporpama.

IlopHUIeHN HABA HA OHIHPYOHH

Hsaxon nauueHTd, npuemauin Cxemata Ha NEUCHME, UMAT MOBUILIEHW HMUBA HA OHIMpyOHH
(BelecTBO, H3MEPEHO B KpbBTa By, KOETO CE NMPOM3BEKAE, KOTato YePEEHHTE KPBBHU KICTKH Cce
paspylaBaT), KOETO TpH Maltbk Opoil xopa MOXKe Aa NpeiM3BHKa NOKLATABANE HA OUMTE UM
noa e3uxa. Te3n noBuILEHHs HA DUnUpyOUHA Ca BPEMEHHH U HC Ca IIPUYUHEHH OT YBPCKIAHE Ha
yepHus Apod. TMosuuicHHeTo Ha OMAMpYOHH OOMKHOBEHO NOCTHIA 10 HANW-BHCOKOTO CH HHUBO
npe3 nbpBaTa ceiaMMua ciiejl 3anousaHe Ha Cxemara na seuenue m ce nogobpasa npd

NpoOJbKABAHE HA JICHECHHETO.

O6ma undopmauus

Cxemara nHa jieueHHe MOXKE [a Ce HaMEeCcBa/B3aUMOAEHCTBA ¢ HAKOW JIEKapCTna, Taka ye Tpsdna

Ad YBEAOMHUTE Bamns NeKap 3a BCHYKH NIEKAPCTBA, BKIIOYHTENHO OUIKHM MITH BHTAMHHH, KOUTO

1pueMare.

Kem moMmenrTa ne ca OOKIAABAHH CMBPTHH CAv4HaH, KOUTO /Ja €4 CYCTEHH 3a CBDBP3aHH CbLC

Cxemara na nedcHMe B KOETO H /I € OT KIHHHIHIFTE npoyusaiusg Ha AbbVie.

AbbVie [TonMenHa nporpama 3a nauneHta ~ CxeMa Ha NeuycHHe Hna HCV
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L

BakHo € 1a He ce 3abpass, ue Cxemara Ha JleyeHie see owe He ¢ ojodpena sbs Bawara cTpana h pee
QLS C€ NpoyUuBa NpH Xopa, Taka *c HAKOW OT pHCKOBETC OT KOMOMHAUHHTE CbC Cxemara Ha JleyeHHUe Bce

OLHE HE €a H3BECTHH.

B AONMBAHEHHE, KAKTO NpH BCHYKK JICKAPCTRA, {’xeMaTa HA JCUCHHE MOWKEe 14 J0Beie /0 HeOMAKBAHK

ANEPruuny peaxilny.
Hadgopmanna 3a Gpesennocrra
Puckopere ot Cxemara Ha geyenue 110 ppeme 1a HpeMeHHOCT He Ca WIBCCTHH,

Buopexu ToBa, 33 pHOABHPHH € H3BECTHO, Y& HPHUYHHABA YBPCH/IAHHS B 11040 H MOKC A2 lopeie j1o

CMBLPTTA H& HEPOASHOTO Aete. BHKTe pHeroBe, Chbp3any ¢ pudasipuu.
PuckoBe o7 21epruIHH peanuiHH

[lonskora xopara HMat anepruyuu peakinu kbM CxeMaTa Ha aeyeHHe, AKO UMATe MHOTO Jlollia
anepruyHa peakius, Moxe Ja ympere. Hakom Hellia, KOMTO €C C/yUBaT MO BpeMe HA ajiepruyHa
PEAKIHA, H KOWTO MOrar da ca INPH3HAK HIH CHMITTOM Ha WHBOTO3ACTpalapalla aJCpruyHa
peakuus (aHadHIaKCHSA ) ca:

® 00pHB,

'iil'l"p)',-'lIICHO JHHaHe,

L] XPHIIOBE,

®  ple3anio CcrajaHe Ha Kpiauim‘l‘u HLIAaHe (KoeTo Bu I(Llpll la ¢c¢ ‘t)'!ic'll!il'l\'
3AUIEMETCHH HAH 3aMAAHN),

® [10M¥BaHE OKOQJIO YCTATa, I'LPJIOTO KW Ouute,

® YCKOpeH [yac,

®  HINOTABAHE.

Tpatea aa noTupenTe nekapeka oMol ¥ j1a ce cebpxkete ¢ Balng nexap win NepcoHdlla, ako
HMATE HAKOA OT TE3H WIH APYTH  HCXKENaHH peakuu no BpeMe Ha
CKCNMEPUMEHTAIHOTO JeUCHHE,

npueMa  Ha

Hosepureanoct uw iwuna raiina

AbbVie Tloumenna iporpaMa 3a nauuenta - Cxema ia sevchnc na HCV

Curnacke 1a nevenne Bepena 1.0 — 7 woevwnpu 2014 ¢



AbbVie MMoumenHa nporpama 3a naupenta — Cxema Ha neuette Ha HCV

Cubpanara nvyHa viHbopMaiida 3a Bac, Bk1OuHTEIHO W YyBCTBHTENHH JMYHA AAHHH, KATO
HallpuMep 3APaBHK JaHHH, Mode Na Objie npejocrapeda u ja ce o0paborsa ot AbbVie, 3a 1a ce
rapaHTHpa, de nonyuasare Cxemara ua neueHme, Ja CC YIPABIABA NOMMEHHATA MMAITHEHTCKA
fporpama 34 repanesruuHa cxema Ha acucnue na HCV, npuiarana or AbbVie (,,l1porpamara™);
Ja ce Mojiyud NpeicTaBa 3a YYacTHeTO, NeHHOCTTAa W A0KiaiBaHeTo 3a 0e30nacHOCTTAa B
Iporpamara; v na no3Boad Ha AbbVie 1a H3IBJIHY CBOHTE TIPAaBHH 3aIb/DKEHKSI NO OTHOILEHHE
Ha BesonacHocTTa Ha Cxemata Ha jieueHHe, AKO € HeOBXOAHMO, 3a TC3M LICIIH HilH KOTATO TOBA
ce M3MCKBA WK € paspelleHO OT 3akoHa, AbbVie Morar aa pemar ja cnogessar jauduara Bu
UHGOpMALIHS ChC CBOMTE OW3HEC NApTHBOPH, LOCTABYMLUHM HA YCNYrH, NHOAHINBIHHTEIW H
areHUMy (Hapu4aid no-aoay ,,JIoCTaBuMUM Ha YCAyru™), €THUHM KOMMCHH H peryjiatophu
areHUWu. Tes3u ApyXecTBa ¥ PEryJaTOPHH ArCHUIMH MOXKE Ja €4, a HAKOW OT JOCTAaBUMIMTC Ha
ycnyrn Ha AbbVie ca, pasmosioReHW B ApYrd CTpPaHH H3BBH EBpONEHCKOTO HKOHOMHYECKO
NMPOCTPAaHCTBO, KaTO Teé HE MOraT J[a [OpeIoRaT CBIIOTC HHBO Ha  3allidra  Ha
HETIPHKOCHOBEHOCTTA Ha JIMYHWTE JaHHH, Koero ¢ ofuualiHo 3a Baiwara crpana, m ¢
NOANKCBAHETO HA TaszK gopma, Bue ce chriacapare va TpaHc(iepd Ha J@HHNW KbM TE3H CTpaHu.
Bwnpekn Tosa AbbVic M HeroBuTe AOCTABYHLMTE HA YCIYIH L€ NPOABLIDKAT A3 NA3fT BOAKA
MHPOPMALIHS, KOATO NMONYYABAT KATO CHI'YPHA H MOBEPUTENHA, KOJKOTO € BE3MOMHO B PAMKHTE
Ha 3aKOHA, KATO B TAKWMBa CAYYaAW MOJKE ja Ce MPeANpPHEMAT CTHMNKH 3a 3alllUTa Ha JIHYHUTE
JaHHH, KAKTO € HeOOX0THUMO.

3a pa ce rapantupa, ue Bawata nuuna ungopmanms ce nasu e Ttaifwa, Bawwst nexap ne
rapaHTupa, 4e Bawero ume HiMa jga ObJe BIUTIIOYEHO B HUTO €1HH OT apxuBHTe, KouTo Baumuar
JcKap npeaoctaBs Ha AbbVie, ocBed ako TOBa He c¢e M3MCKBA 10 3aKOH WM TOA3AKOHOBH
aKTOBE.

Cobbpanata nuyna nHdopmanus 3a Bac Moxe xa Gnue:

s npegocTaBera Ha W 0bpaboTena or AbbVie u HeroRuTe AOCTABYMLIM Ha YCIYTH M
NoKasaHa Ha HeropuTe/Texnute (QuiMann (KaKTO € YMECTHO) W TexHure cobcTBeHH
JOCTABYMUM HA YCJIYTM BBB BCEKHM Cliyuald, 3a na mpeaoctaBat CXemara Ha JICYEHHE 3a
Bac ¢ 3a ynpaBneHHETO Ha nporpaMara, 3a Aa c¢ NONYYd NpejcTaBa 3a Y4acTHETO,
AeHHOCTTA W JOKNAaABaHETo 3a 6e3011acHOCTTa B NporpaMata W 1o OTHOLISHHE HA HAKOU
OIpaHMYeHUs HA JIHYHATA WHpOpManms, 3a Ja MOrar [JOCTABYMIMTE HA YCIYTH Ha
AbbVie na cna3Bar CROMTE 3a/{LIDKEHUS 38 OTYMTAHE Ha 6e30TIacHOCTTA,;

¢  pa3’KpHTa Ha NpaBATENCTREHM, AAHLHHWA HITH PErYIRATOPHA OPTraid H APYTH Jula, KaKTo
CC M3HCKRBAa KW paspelaBa OT 3aK0HA, H

*  M3NOJIZBAHA 3a W3BBpUIBaHe OT AbbVie M HerosuTe AOCTABUMUM Ha YCIYIH Ha
CTATHCTHYECKH AHANIM3Y, BKIOUMTC/IHO 4HATH3 HA HHUBATA HAa YYACTHME, CBLP3aHM C
nporpaMata H HW3TrOTBAHE Ha cobp3iaHHTe C HEA [DOKIaagH, Karo Bamara auunxa
vH(bOpMaLUA MOXKE NOTeHUMANHO Aa ObJe HanpaBeHa aHOHUMHA B 0BobileHa popma 3a
YIECHABaHE Ha 1poileca.

Coriaacue 3a aeyeHue Bepcenn 1.0 - 7 Hoemspu 2014 r.



Jlpunara uHpOpMaLka, BATHYHA 32 Bac, mwe 6wnae 3aabpxkana ot AbbVie u HeroBute
AOCTABUMLM Ha YCJIYTH TOJKOBA LT, KOJKOTO HIUCKRA WM € Pa3peliCHO OT 3aKOoHA WK
NOJ3AKOHOBHTE aKToBe, AKO BHe oTTeriure chriacvero cu, Hama jaa ObaeTe B CLCTOAHME A4
paemere yyacThe B [Tporpamara. Ceillo Taka, J0pH H 1a OTTCIIINTS Bawerto cbraacue, nue Bee
OlE MOXEM ia ObaeM 3aJbAKEHH 1O 3aKOH WIH [0J3dKOHOBH AKTOBE jJa H3MoJ3Bame H
paszkpuBame WHOOpMaLHATA, KOATO BEYe cMe chdpaiy.

AKO MMATC HAKAKBH BLIPOCH OTHOCHO CLOMPAHETO W WINOIIRANETO Ha whdopMauns 3a Bac,
HIH aKOQ dHckare [da _\'Hp'd?l(”ll'l't‘ HPQJ.BLIT{I. KOHTO HMATe 1O OTHOLNEHHWE Hd Td3H Hll(‘l\lp.\lllull)l
chraacio Bameto HALLHOHAIHO 3aKOHOIATCICTBO, KATO HﬂﬂpHMCp HPAaBO Hu A10CTLI H I"lOI'lp(IBKEL
cnenasa Aa nonvrtare AbbVie na AbbVieHCV TreatmentRegimeniaabbyie.com.

C moanucsaHeTo Ha AoxkyMmenta Bue ce cbriacapare ¢ J0CThIA, ¢HOMPAHETO, HIMOA3BAHETO,
oGpabdoTeaneTo, paskpuBaHeTo M Tpancdepa u3BbH  EsponefickoTo  MKOHOMHHYECKO
npocTpaicTeo Ha Bawata uunHa MBGOpMALKMA, BINOUHTENHO H 3apaBHa HHGOpMAlHS, KaKTo e
ONHCAHO B TOMM JOKYMEHT 3a MH(POPMHPAHO Chrjlacke. AKO He noanuuere tasi gopma, Bue
HAMR Ja MOXeTe jia npuemare CxeMara Ha jleueHue.

Orrerasine/lodposoiino yuacrite

Bawwust nekap e ycTaHoBna, ye Bue momkere 1a umate nojrsa o1 CXemara Ha jieuenne, Ho Bue
Mokere na u3bepere na yvacrsate B [lporpamara u ga npemare CxeMaTa Ha JeUCHHE ¢aMmo
A00poBOAHO, Mo)keTe ja cipere nprHema na CXeMaTa HA JICYEHHE NO BCAKO BPEME. AKO PCUIMTEe
Ja He 1pHemaTe Cxemdra Ha JICHCHHE HJIH NoBgYe jJa He ApHeMaTe Cxemara na JICYHCHHE,
KAYECTROTO HA MEJHUMHCKHTE MPHKH WAH KAKBHTO W Ja Ouio odeswereHus, Ha KOWTO MHaue
HMaTe rpabo, HAMa 4a 613,'[31’ 3aCeTHATH M HAMA 14 MMA HUKAKRO HakazaHue 3a Bac. Bawwsr
neKap moxe jaa npekpard sevennero Bu, ako Toll/Ta cMaTa, ye ToBa ¢ B HAR-T0GTp HHTEpeC 3a

Bac unu ako He ¢T¢ B CbCTOAHME A OTroBapATe Ha H3HCKBAHKATA 3a NNPUCMAHE Ha Cxemara Ha
SACYCHHE.

Koraro ce orrermrre ov HPHEMAHC 1A CxeMara Ha JicUeHHe 110 HAKAKRA HpHYHHA, BCHUKH
JeKapeTna M OYTHAKH ¢ ACKAPCTRA, BRIAIOUHTE/HO HEHINOABAHMIC W OPA3HHTE, TPAOBa fia Gnaar
pbpHaT #a Bawua snexap. Bue cnuto taka we tpadsa jia ce RupheTe npu Bawus nexap, vaka ve

TOH/TS jla MONE A& WiIBBPLIM OKOHYATE/IHA ONCHKA, KOATO MOMKE Aa BK/NOUBA (hHaHKaicn
npernea Huiu n1abopaTopHH TECTOBS.

AbbVie Touserna niporpasa 1a naumesta - Cxema i neveine ja HOV

Curpacue 3a iedenne Bepens 1.0 — 7 noemapu 2014 r.



Coriacue

IIpoueTox W pa3zbupam razv GopMa 3a CLIVIACKE, KATO ChilbPKaHWETO A

MK Bewe 00sICHEHO.

Y a0BRETBOpEH/a CbM OT OTTOBOPHTE Ha BLAPocHTE MH. Chriacapam ce 100POBOJIHO Ha Tepanus

cbe Cxemara Ha newenue no Ilporpamara W lue noayya Konue OT Tasu GopMa Ha ChljlacHe ¢

Aara B NoANHe 3a MOA apXHB.

C noanucsaneTo Ha Tasy Gopma 3a chriacHe, He C€ OTKA3BaM OT HUKOE OT MOMTE 3aKOHHH

npasa.

C noanucsaHeTo Ha TasM dopma 3a UHDOPMHUPAHO CblAacvMe a3 paspewasam cbBupaHeTo, JocTbna,
n3nonsseaHero, 06paboTBAHETO, pa3kpuBaHeTo U TpaMcdepa W3IBbH EBPONEACKOTO MKOHOMMUECKQ

NPOCTPAHCTBO Ha MOWTE IMHHKA LaHHW, KAaKTO € ONMCaHC B ToBa MHPOPMMPAHO Cbrnacue,

b

HMse na mauuenra (C nevatiu OyKBH)

E}Q_}Vu /

Mourmuc Ha naunek{Ta

WBpAMKE MaTegly HYyipga

29 07 901f
JHara

Y I0CTOBEPSRAM, 4€ MALUMEHTHT € [10COYEHOTO NO-TOpe HME (W/MIM IOPUAHYECCKH

YITBJIHOMOLIEHHUAT NpPeJCTABHTE ¢ UMe, KaKTO € OMUCAHO T0-107Yy) € pasnojaran ¢

JOCTATBhYHO BpeMe, 3a Ja oOMHCIH Ta3H MHGOpMalus, € HMan BE3MMKHOCT Ja 3a/aBa

BBIAPOCH H A0GPOBONHO ce chrylacsBa Aa NMpuemMa (xeMara Ha jieucHue U 1a Obae B

Tasd [Iporpama.

/]
% P St U 2 // L TO 0
Mme Ha nMueTo, NpoBexAallo pazropopa OTHOCHO

uudopmupanoro coriaacue (C neuardu Gykeu)
e

'0, MPOBEKAAILO PA3rOBOPA OTHOCHO
chrnacue

IMoanuc na
HHpOPMUPAH]

s

- er?

Jara

AbbVie loumenna nporpama 1a naukenta — Cxema Ha nevenne Ha HCV

Curnacue 3a neueHue Bepeusa 1.0 - 7 noemepu 2014 r.



fleknapupam, ue CHLIMACHO NPUIOKHMOTO 3AKOHOJATEICTBO, 43 ChM 3AKOHHO YNBLAHOMOLUCH
NPEACTABHTE/T Ha MALMEHTA C ITOCOYCHOTO 10-TOPE UME, H UYE ChbM YIIBTHOMOLICH/a 1a NOAIMLLIA
TOBA CBLIVIACHE 33 HETOBOTO/HEHHOTO pelleHHe Ja npHema Cxemara Ha jJeyeHHe. A3 CBIO TakKd
paspeluaBaM A0CTBMA, H3noiassanero, ofpaloTpanero, pasKpHBAHETO W Tpaucdepa HIRDI
EBPONEHCKOTO HKOHOMHKUECKO MTPOCTPAHCTBO HA THUHHUTE JAHHHK HA NALMCHTE, KAKTO ¢ ONHEANO
B ToBa HHOPMHUPAHO ChIylacKe.

MMe na lopraduecki virnanoMoweis tpeerapdren (C
nevaritd OYKBH)

[oanue Ha OPHAHYECKH YIThAHOMOLICHUA LIPeACTaBHTE)! Hara
[aumenrsT ¢ MocvuHil, Y¢ TOH/TA He ¢ B chCToAHHE Aa uere. JoKyMenrsT 3a cbrjlacke ¢ 01

npouyeTed Ha NapMeHTA OT 4Yi€H Ha nepconana, Oun ¢ o0CBACH ¢ flauMenTa OT 4jieH Ha

nepcoHana H Ha naluueHTa ¢ Ouna 1aneHa BBIMOKHOCT Jla 33/1aBa BbIOPOCH HA NCpCOHAIA.

Mne na Seanpucrpacren esuaeren (U nevartuu SyKei)

[onrme Ha Ge3npueTpacTeH ¢puaeTe) * Jara

AbbVie Tormenna nporpasa 3a nauHenTa — Uxema na nevenne na HCV
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