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OTHOCHO: norosopena 0TCThIKA B 10J132 HA NANKEHTA 32 JEKAPCTBEHH NPOIYKTH,
3anjamanmn yacTuuao or H30K

YBAKAEMU ITPO®. 'ETOB,

C nacrosmoTo mucMo 6ux uckai aa Bu yBemoms, ue 3a yactuuso 3amnamanute ot H30K
JIEKapCTBEHU MPOAYKTH OT npujoxenue Nel Ha [103UTHBHUS JIeKapCTBEH CIUCHK, IIOCOYEHH T10-
noiy, mexay H30K m A6Bu EOOJ — ymbiHOMOIUEH NpPEACTABUTEN HA MpPUTEXKATENs Ha
paspemeHusTa 3a ynorpeda Ha npoaykrture AbbVie Deutschland GmbH & Co. KG, I'epmanus,
ca IOTOBOPEHH OTCTHIIKM 110 4i1.21, an.1, T.4 (OTCTBIKHM B 1oJi3a Ha manueHTa) ot Hapeoba Ne 10
om 2009 2. 3a ycnosuama, peoa, mexanusma u Kpumepuume 3a 3aniaujane om Hayuonanmama
30pABHOOCUYPUMENHA KACA HA NeKAPCMEEHU NPOOYKMU, MEOUYUHCKU U30CAUL U HA OUCMUYHU
Xpanu 3a Cneyuannu MeOUYUHCKU yeau, 00208apsHe Ha OMCMBbNKU U NPULA2aHe HA MeXaHU3MU,
eapanmupauju npeosuoumMocm u ycmouvugocm Ha o6100xcema na H30K.
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LleHa no
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HaMM: :gaanu lNekapcTBeH A OkoHuaTenH = Humo na 3:::;)1:; H3O0K o na
nekapcTBeHus a chopma ::::: :T‘;T:H a onakoBkar ney Tuprose 3ar;11(§z;au e "zK:ggLsi;' "
npoayKT 0 BeecTEo e (cTonHoCT)
npe6Ho
AbbVie
. 2 prefilled Deutschlan
Humira Sowtonfor | 20mgio.2mi | syinges+2 | d GmbH & 904,78 75% 517,27 LF271
) alcohol pads Co. KG,
Fepmanus
AbbVie
Solution for 2 pre-filled Deutschlan
Humira iniecti 40 mg/0.4 ml syringes + 2 d GmbH & 15699,13 75% 1034,92 LF264
jection
alcohol pads Co. KG,
FepmaHus
AbbVie
I ; 1 pre-filled Deutschlan
Humira Soutionfor | somgio.emi | syinge+1 | dGmbH& | 159913 75% 1034,92 LF280
) alcohol pad Co. KG,
lepmanunsa




3a BCEKH €IIMH OT JIeKapCcTBEHHUTE TMPoAyKTH Humira e 1oroBopeHa oTCThIIKA B 10J13a Ha
malyeHTa, MMpeACTaB/IgBalla pasjiukara Mexay perucrpupanara B Ilpunoxenue Nel ma ILJIC
neHa Ha Teprosel Ha ape6Ho ¢ JIJIC Ha mpoaykrta (ueHa mo wi. 26la, an. 1 ot 3JIIIXM) n
HHBOTO My Ha 3aruiamiane (croinoct, 3amamana ot H30K 3a to3u npoaykr). B pesynrar Ha
JOroBOpeHaTa OTCTBIKA, pa3lpeseieHa HU3IUI0 B I0J3a Ha INAIMEHTa, CHIIMS HE clieiBa Ja
JOIUIAIA MPU OTIYCKaHEe Ha JIEKAPCTBEHMs TPOAYKT, T.e. mponykra me € 100% 3annaman 3a
MalnueHTa.

OrcrprkuTe ca goroBopenu 3a nepuozaa 01.04.2019 - 31.12.2019r. u me 6baaT oTpaseHu
B aKTyaJIM3allMOHHUTE (paiisioBe HA anTedHus copryep.

C ornen Ha ropeusnoxenoto Bu unpopmupam, ye H30K, upe3 crorBeTHuTe P30OK, mie
YBEJOMH BCHYKH TIPUTEXATed HAa pa3pelieHUs 3a THbProBHs Ha JApPeOHO C JIEKapCTBEHM
npoaykTH, ckimounnu gorosopu ¢ H30K 3a ornyckane Ha nekapCTBEHH NPOAYKTH, 3alljialllaHu
HamnbJIHO WM yacTuuHo oT H30K, 3a:

- JIOTOBOPEHUTE OTCTHIIKH B [10J13a HA MAIMEHTA 3a JIeKapcTBEHUTE NMpoAykTH Humira;

- 3a MpaBHUTE TOCIEAUIN OT JOTOBOPEHHTE OTCThIKH, a uMeHHO: oT 01.04.2019r. nmo
31.12.2019r., Bceku eIMH OT TOPENOCOYEHHUTE JeKapCTBeHU MpoaykTd Humira ciensa na ce
OTIIyCKa Oe3 oonaaujane om cmpana Ha nayuenma. ANITEKUTE ClIeBa 1a OTYUTAT OTITYCHATHUTE
KOJIMYEeCTBa OT BCEKH JieKapcTBeH mNpoxaykT Humira, xato BBB (UHAHCOBHS OTYET KbM
cporBeTHaTa P30K mocousat nienara no wi. 261a, an. 1 ot 3JIIIXM (1.e. peructpupanara neHa
Ha Thproser Ha apedHo ¢ JIJIC). H30OK, upe3z P30K, me 3amnaru Ha anTekKuTe UMEHHO Tasu
1eHa - peructpupanara B npuioxenue Nel ua I1JIC nena na tohproser Ha npe6so ¢ JIJIC (a He
camo 4yacTTa, 3amamniana ot 6romkera Ha H30K ¢ho6pa3Ho HUBOTO Ha peuMOypcHpaHe).

A6Bu EOO/] e npeanpuen HEOOXOAMMHUTE AEHCTBUSI IO YBEAOMSIBAaHE HA CHOTBETHHTE
THPrOBIM Ha €pO 3a JOTOBOPEHHTE OTCTBHIIKM B I0J3a HAa MAalUEHTa 3a JIEKApCTBCHHUTE
npoaykTu Humira.






