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Peny6nuyku ¢oHp 3a 3gpaBCTBEHO ocuryparbe Beorpan, yo. JpBaHa MapuHosuha op. 2, Kora,
6poj: 031-461/18 oa 31.10.2018. FOAMHe 3aCTyna p,upeKTop CeKTopa 3a jaBHe HabaBke Mapwuja
AtaHacujeBuh

MaTnyHu 6poj: 06042945

M1B: 101288707

Bpoj padyHa: 840-26650-09 koju ce Boau kog Yrnpase 3a Tpesop

(y Aarbem TekceTy: ®oHA)

®oHA 3a couujariHo ocuryparse BOjHUX OocurypaHuka, Beorpag, yn. KpyHcka 6p. 13, kora
3acTyna gupekTop nykoBHUK Aap PagaH Koctuh

MaTnyHm 6poj: 17677675

MNB: 106070529

Bpoj payyHa: 840-14650-22 koju ce Boau koL Ynpase 3a Tpesop

(y parbem Tekcty: ®oHg 3a COBO)

OOBABJbAUY:

AURORA 2222 d.o.0., yn. Koue KanetaHa 6p. 16, us Beorpaga, kora 3acTyna aupektop Byk
LWajuh

MaTunyHn 6po;j: 20944714

M1B: 108168370

Bpoj pauyHa: 150-43601-91 koju ce Boau koa [dupekTHe GaHke a.4. Kparyjeeal

(y naroem Tekcty: [Jobasreauy)

Llana 3_._£.2020. ropuHe saksbyvyjy

AHEKC Il OKBUPHOI' CITOPA3YMA BP. 50-6/19

3A JABHY HABABKY LUIUTOCTATULIU CA NNACTE B U NNACTE O JIACTE JNIEKOBA
3A 2019. FrOOUHY
3A MAPTUJY 2

NPETXOOHA KOHCTATALIUJA

®oHg, ®oHg 3a COBO un [lobaBrbay KoHCTaTyjy Aa cy AaHa 16.07.2019. roguHe 3akrbyuunnm
OksupHu cnopasym 6p. 50-6/19, ca noyetkom npumeHe og 19.10.2019. roamHe n gaHa 01.06.2020.
roanHe AHekc okBMpHor cropasyma 6p. 50-6/19, 3a jaBHy Habasky Liutoctatuum ca Jlucte B u Nlucte
O Jucre nekosa 3a 2019. roguHy, 6poj JH 404-1-110/19-15, 3a napTujy 2 - melfalan 50 mg,
3awTuheHor Hasuea Alkeran®, npoussofaya Glaxosmithkline Manufacturing S.P.A.

[ana 03.06.2020. rognHe Jobaerbay je obaBecTio GoHA Aa je HAUYMHUO TEXHUYKY FPEeLUKy y
CBOM [OMUCY Ha OCHOBY Kojer je 3akiby4yeH AHEKC OKBUMpHOr criopasyma 6p. 50-6/19 og 01.06.2020.
roavHe, 3a naptujy 2, y Aeny Koju ce ogHocu Ha 3alwTuheHu Ha3ue noHyReHor foGpa, Tako Aa je
ymecto Melfalan Tillomed, ynucaHn norpewaH 3sawTtuheHn Hasue Melphalan Tillomed. Hauwme,
Hocunal [o3BoJie HakHaAHo je focTaeno YnyTcTeo 3a nek (PIL-Patient Information Leaflet) y kojem je
HaBeo Ta4aH 3awTnheHn Ha3ns noHyfheHor fobpa.

Takofe, [obasrbay je HaBeo Aa ce nek ucrtor MHH-a, Hocuoua £o3Bone M npoussofaua,
npomeTyje y EY nop oba sawTuheHa HasvBa U fa je 3a yBO3 pacrnonioxus fek 3awwTuheHor Hasnea
Melfalan Tillomed, wro je Hocunay fossone Aspen Pharma Schweiz GmbH 1 notBpavo HakHagHo
npocrnefeHum YnyTcTBOM 3a nex.

CxopHo HaBepgeHoM, PoHg, PoHg 3a COBO u [JobaBrbad cy carmnacHu ga 3akrbyde AHekc |l
OKBUpHOr criopasyma 6p. 50-6/19, kojum ce 3a naptujy 2 - melfalan 50 mg y npunory 2 oKeupHOr
cnopasyma — Cneuudukauuja nekosa ca LeHama v y npurory 3 okeupHor criopasyma — Mogen
yroeopa, y geny npunora 1 uctor —Cneundukauuja nekoea ca LigHama, BPLUM U3MeHa 3aluTuheHor
Hasusa Melphalan Tillomed, Tako aa cana rnacu Melfalan Tillomed.
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YnaH 1.

Bpuun ce uamena Mpunora 2 — Cneuudrikaumja nekosa ca LueHama us Tauke 15.3. OksupHor
cnopasyma 6p. 50-6/19, Tako LwrTo:

- y KorioHu ,3awTuhern Hasue noHyfeHor aobpa“ ymecto Melphalan Tillomed capa croju
Melfalan Tillomed.

MamenseH npurior 2 - CrieundukaLymja fnexkosa ca LeHama Hanasu ce y npusiory osor AHekca Il
OKBVPHOT CriopasyMa 1 YMHW HEeros cacTaBHM [eo.

YnaH 2.

Metba ce Mpunor 3 — Mogen yroeopa, 13 Tadke 15.3 OksupHor cnopasyma 6p. 50-6/19, Tako
LITO ce BpLUM M3MeHa npuriora 1 uctux - Cneundukaumja nekosa ca LUeHama, y cknagy ca ynaHom 1.
oBor AHekca |l okBMpHOr criopasyma.

YnaH 3.

[obasrbay u sapascTBeHe ycTaHoBe/doHp 3a COBO koje vMmajy 3akrbyyeHe yroBope Ha
OCHOBY OKBMpHOr criopasyma 6p. 50-6/19 oa 16.07.2019. roavHe u AHekca OKBMpHOT criopasdyma 6p.
50-6/19 on 01.06.2020. roavHe, cy OyxHW ga aHekcupajy Beh 3akrbyyeHe yroeope y cknagy ca
oppenbama osor AHekca |l okBupHOr criopasyma.

Ynah 4.

Cee apyre oapenbe OksupHor criopasyma 6p. 50-6/19 on 16.07.2019. rognHe ocTajy Ha
CHa3M OHaKo Kako rrace.

YnaH 5.

Oegaj AHekc Il okBMpHOr criopasyma cauntseH je y 3 (Tpy) UCTOBETHa MprMepKa Ha CPrckom
jesnKy, v To 3a CBaKy cTpaHy MOTMMCHVKa aHeKca OKBUPHOT criopasdyma no jefjaH npumepak.

CacTaBHu Aeo oBor AHekca || okBupHOr criopasyma je u:

Mpwunor 2 okBupHOr crnopasyma - CneuvdukaLja nekoea ca LeHama

HAPYYUOLIU OOBABJIbAY

?Egg\ysﬂnqkyozawpiﬁéumacmmo S AURORA 2222 d.0.0.
y \';\. aIPA L’ X

Ao o
[ sSlupe

opd 3a jaBHe HabaBke

ey

A1Ja|-|acvueauh

- 2% =
:""nyxtfuuk ap PapgaH Koctuh
GEF r x\‘- pt

59020.52/22



L eHedw)

00'v¥8'¥SS'L 00026°€€6°C ' 00'926°029'% INO-gILl VO VINAEVdOLIO 1OHdNENO0 LOOHTAdE YHUANA
00'708°989 00°022'992 00'v80°02¥ v-afl DOHEN
000%0°898°9 00°002°299°C 00‘0¥8°002'V v-gaifll €39 VINAEVYJOLD 10OHdUaX0 1O0HTAdga VHUIA
nfiznyuynfioxalul ., PIIN wieyd pawojiiL
. . . . : . . . . . 2 BZ IOAjsEl ainow3 /'v'd'S "
019 i} ue|eye
00°0v0'898'9 | GG | 00'002'299'C 002 00°0¥8'00Z'% Gig 00'9ee’el | EBoRog w0g ezguienses | ONIMNLOVANNVA | | c_m _hﬂ_w V__”_\ YOPLOON | uejejaw z
1 yeseud ANIMHMHLINSOXVY1O e
08092
Ogdd et BHUh | et THO eE ee O€add et esoL edgow afuid
enAcedoud i 0809 ewAeedous Ogdd eHal BHh adow IULIQO JonaljAnou aluiden G
JoHduano mﬁﬂmw._ u._ﬁnwﬂn%_—wu mﬂﬂﬂwpﬂm JoHdusayo mmsﬂﬂsr -uHua P enuuntar a.-s:mmnnw::ox wioLAshiended heljoasvody auneeH e aneeH q%_:
LooHadyg A Loouttedg A 1o0HTadg A / r vHayuLmeg rodg

GL-6L/0LL-L-¥0¥ HI rOdg
AHWTOJ 6102 V€ YOI LOUL T 3LOUL N 9 ILOUL VO NNLYLO01UN WIEaVavH YHavr

'0'0’a YHONNY :VhVUravaol anevH

VINYHIM VO YEONAL VIUTTY)UGUNELD — VINAEYJOLID JOHdNENO ¢ 10oUndU




¥



