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1. HNME HA JIEKAPCTBEHUS TPOAYKT

[perabdamun Mylan Pharma 25 mg TBbpau Kancymu
[perabanmun Mylan Pharma 50 mg TBbpau Kancymiu
[Iperadamua Mylan Pharma 75 mg TBbpau Karcynu
IIperabanma Mylan Pharma 100 mg TBBpIu Karcyim
[perabdanmua Mylan Pharma 150 mg TBbpau Kancynu
[peradanmua Mylan Pharma 200 mg TBbpAM Kancynu
IIperabanma Mylan Pharma 225 mg TBbpIu Karcyim
[perabdanmua Mylan Pharma 300 mg TBbpAM Kancynu

2.‘%(A‘{ECTBEH N KOJIMYECTBEH CbCTAB

Hperagj% Mylan Pharma 25 mg TBEPIM KancyJiu

Besika TBLpua@cyna chabpika 25 mg nperadanuH (pregabalin).

[Iperabanun learéharma 50 mg TBEPAN KaNCyaIu
Ve
Bceska tBepaa Kar[cyna'c?@m(a 50 mg nperabanuH (pregabalin).

IIperabanua Mylan Pharma ')‘ﬁfg}psbpzm Karcyian

Bcesika TBBpAa Karcyna chabppxa 75 Qg/{}pera6aJmH (pregabalin).

IIperabanua Mylan Pharma 100 mg TBLDZ[&&HCVHH

Bcesika TBBpaa karncyna ceappxa 100 mg nper;l?@m (pregabalin).

IIperadanua Mylan Pharma 150 mg t8epau Kancvnn%

Bcska TBepaa kancymna ceabpika 150 mg mperadanua (preg%

in).
<

IIperadamua Mylan Pharma 200 mg TBBpAM KalCyJiu G@

Bcesika TBBpaa Kancyia chabppxka 200 mg nperadanus (pregabalin). ®,$,

IIperadanug Mylan Pharma 225 mg TBEpIM KancyJu @

Bcesika TBBpaa Kancyna chabpxka 225 mg nperabanuH (pregabalin). ‘}O

IIperadanun Mylan Pharma 300 mg TBbpAM Kancynu O%
Bcesika TBBpaa kancyna ceabspxka 300 mg nperabanun (pregabalin). Gé\

3a IBJIHAA CIIMCHK HA ITIOMOIIHNATE BEIECTBA BIDKTE TOUKa 6.1.

3. JIEKAPCTBEHA ®OPMA

TBbpaa kancymna



IIperadamua Mylan Pharma 25 mg TBbpIM KalcyJiu

TBwpaa xematuHoBa Karcyia Ne 4, ¢ HEIPO3pavHO KaIlayue ¢ IBAT Ha CBETIIAa MPACKOBA U OsII0
HEIMPO3PavHO TAJIO, ChABPIKAIIA OsIT J0 MOYTH OsT IpaxX. Bepxy KamadyeTo U TAJIOTO Ha KarcyJaTta
¢ yepHO Mactuio € otreyatano MYLAN nan PB25.

[Iperadasuy Mylan Pharma 50 mg TBbpaM Karcysiu

TBBpHa xematnHOBa Karcyna Ne 3, ¢ HEpO3pavyHO Kalade ¢ MBSAT Ha ThMHA ITPackoBa U OsII0
HETPO3PavHO TSIO, ChIABPIKAIIa OsUT 10 MOYTH 0571 mpaX. BepXy KamadeTo u TSUIOTO Ha KarcysaTa
¢ uepHo Mactuio e otreyatrano MYLAN nang PB50.

%aﬂm Mylan Pharma 75 mg TBbpIN Karcyiu

Teppna THUHOBA Karcyna Ne 4, ¢ Hempo3payvHo Kamayde ¢ IBAT Ha CBETJIAa IPacKoBa U
HEIpo3p AJI0, C IBSIT HAa CBETJIA IIPACKOBa ChABPIKAIIA 051 10 MOYTH Osu1 pax. Bepxy
Kanayero U T 0 Ha Kallcyjara ¢ yepHo MacTmiio e orrneyataHo MYLAN nan PB75.

IIperadanuu lear&}n‘ma 100 mg TBBpAN KAICyIU

TBBpHa xenaTuHoBa Ka%a Ne 3, ¢ Hempo3padHo Kamaye ¢ UBSAT Ha ThMHA MIPacKoBa U
HEIPO3pavHo TSAJIO, C ms;n"@ ‘bMHA MPACKOBA ChIIbPIKAIa 05T 10 TOUYTH 051 mpax. Bepxy
KallavyeTo U TSUIOTO Ha Karic aafa;qepﬂo MacTtuio e orrnedaraHo MYLAN wan PB100.

[Iperabammna Mylan Pharma 150 mg@gﬂn KancyJiu

TBwpaa xematuHoBa karcyna Ne 2, ¢ Hetp YHO Karade C I[BIT Ha CBETJIa IIpacKkoBa U 0710
HEIPO3PavHO TAJI0, ChABPKAIIA OsIT 0 10 1 mpax. Bepxy KamadeTo u TsI0TO Ha KalcyJjaTta
¢ yepHO Mactuio € orneyatano MYLAN Hag 50.

IIperadamua Mylan Pharma 200 mg TBbpau Kancvnn%

Trbpaa xenaTuHOBa Karicysa Ne 1, ¢ Hermpo3payHo Kamnaye SIT Ha CBETJIa MPacKoBa U
HEIPO3padHo TAJIO C BT Ha CBETJa MPackoBa, ChAbprKAIla JIO TIOYTH 05171 Ipax. Bepxy
KamayeTo U TSJIOTO Ha KarcyiaTa ¢ YepHO MacTUIIO € omeana}%{ LAN nan PB200.

IIperadasmy Mylan Pharma 225 mg TBBpAM KaIICyJIu G’%

Tebpaa sxenaTuHOBa Karicyia Ne 1, ¢ Hempo3payHo Kamaye ¢ UBSIT Ha ThbMHAHIPACKOBA U
HEIPO3pavHo TSUIO C LBSIT HAa ThMHA IIPACKOBA ChAbPIKAIIA OsJ1 10 IOYTH O x. Bppxy
KarnadeTo U TSJI0TO Ha KalcynaTa ¢ uepHo MacTuiio € orredataHo MYLAN nHan yZS.

IIperabanun Mylan Pharma 300 mg TBEpAN Karncyau O)s

Tebpaa xenatuHoBa Karcyia Ne 0, ¢ Hempo3payHO Kamade ¢ UBSIT Ha CBETJIa MPacKoBa U Os
HENpPO3pavHo TsUI0, ChAbpKAaIa Os1 10 mouyTH 051 npax. BepXy Kanadyero u TAJI0TO Ha Kancy@a
¢ yepHo mactuio e ornegatano MYLAN nag PB300.

4. KJIMHUYHU JAHHHU

4.1 TepaneBTHYHU OKA3AHUS

Enunencusa

[Iperadanun Mylan Pharma e mokasan kaTo AOIbJIBalla Tepanys Opy Bb3PacTHHU ¢ HapLHUaIHU
MIPUCTBIN CHC UM 0€3 BTOPUYHA TeHEepaTu3aIusl.



T'enepanu3upa”o TPEBOXKHO pa3CTPOUCTBO

[peradanmun Mylan Pharma e moka3aH 3a JiedeHue Ha TeHEPaTU3UPAHO TPEBOXKHO Pa3CTPOHCTBO
(I'TP) mpu BB3pacTHH.

4.2 I[osnpomca N HAYMH HA MPUJIOKCHUE

ﬂompom(a

Jlo3oBusAT auamnazoH e ot 150 1o 600 mg Ha neH, pa3esieH! Ha J1Ba WM TpH MpUeEMa.

EW cus

Jleu TO ¢ IperadajrH MOXe J1a 3aroyHe ¢ fo3a 150 mg Ha 7ieH, pa3/ienieHa Ha J[Ba WK TpU
npneMa@ BHCUMOCT OT MHIWBUYaJIHHUS OTTOBOP Ha MAIMEeHTa M IIOHOCUMOCTTA JI03aTa MOXKE J1a
ObIe yBE a 1o 300 mg Ha neH ciex 1 cenmuia. MakcumanHata go3a 600 mg Ha AeH MoXe aa

6T>I[e JOCTUTH: T@CHGI[ OoHIC €aHa JOIIbJIHUTCIIHA CCAMUIIA.

Tenepanusupano mﬁ’eoofcno pazcmpoicmeo
Jo3oBuAT AuamnazoH e‘%SO 1o 600 mg Ha 1eH, pas3npeeNieHH B 1Ba WM TPU IIpUeMa.
HeoOxomuMmocTTa OT JI€ @e TpsiOBa Ja ObJIe PEOIICHsIBaHA PEIOBHO.

JlegenueTo ¢ mperadainH MO’%&IHO‘IHC ¢ no3a 150 mg Ha neH. B 3aBuCHMOCT OT MHAUBUIYATHUS
OTrOBOP Ha MAIMEHTa U MOHOCUMACTEA J1o3aTa MOXKe Ja Objie yBeauueHa 10 300 mg Ha JieH ciex

1 cenmuma. Cnen enHa nonxmmenﬂc JIMHIIA J103aTa MOXe J1a ObJe yBenmmdeHa 1o 450 mg Ha JieH.
Makcumanaara go3a 600 mg Ha neH M(ﬁ'@ua Oblle JOCTUTHATA CIIE]] OIIE €THA OITBIHUTEITHA
CeIMUIIa.

Ipexpamssane na neueHuemo ¢ npe2abanun .%
B choTBeTCTBHE ¢ HACTOAIATA KIIMHUYHA npamn@ JICYEHHUETO C mperabanuH TpsiOBa na Ob1e
NPEKPATEHO, CE IPENopbYBa TOBA 13 CTAaHE MOCTCIICHHY B PAMKUTE MUHUMYM Ha 1 ceqmuna,

HE3aBHUCUMO OT IIOKa3aHHUeTO (BXK. Touku 4.4 u 4.8). O

CreluaJiHy monyJiauu %

bvopeuno yspescoane @

[IperabanuH ce eNMMMUHUPA OT CUCTEMHATA [IMPKYJIAIKS TJIaBHO Ype3 YHa EKCKpeIus B
HEMpOMeHEeH BUJ. T'hil KaTo KIMPHHCHT Ha MperabaanuH € MPaBOnpONOPIIH €H Ha KPCaTHHUHOBUS

TpsiOBa 11a ObJie MHAMBUIYAIN3UPAHO B CbOTBETCTBHE C KPEATUHUHOBHS KIUPb Lcr), kakTo
nocoueHo B Tabauua 1, kato ce npuiara ciaegHara Gopmyna: ‘}O

1.23 x (140 - BB3pact ( ro ermo (k O
CLer(ml/min) = [ BL3pact (1 HHHH)] x terno (ke) (x 0.853a xeHn) ),b

cepyMeH kpeaTtuHuH (umol/l) 6\
[Iperabanun ce oTcTpaHsBa eeKTUBHO OT IIa3Mara upe3 xemoauanusa (50% oT JexapcTBOTO 3a
4 gaca). [lpu manyieHTH Ha XeMO/IMalii3a JHEBHATA /1032 IperadanvH TpsOoBa 1a ObJe aganTupaHa B
3aBHCHMOCT OT ObOpeuHaTa pyHKIMSA. B mombiaHeHre KbM THEBHATA /1032 HEMTOCPEACTBEHO CIeN
BCsIKa 4-4acoBa XeMOMain3a TpsOBa 1a ObJe JaBaHa JOMBIHUTENHA 1032 (Bk. Tabmuma 1).

KIMPBHC (BX. TOUKa 5.2), HAMaJsIBAHETO Ha J03aTa IPU HMAaLMeHTH C HapyIIe %6petma byHKUIMSA

Tabmmma 1. Amantupade Ha Jo3aTa Ha MperabaiuH B 3aBUCHUMOCT OT OBOpeuHaTa GyHKITHS

Kpearunuios kmprHe OO6mra qHEBHA 7032 Ha mperadanuH * CxeMa Ha IpHUJIarane
(CLg) (ml/min)

Havanna nosza MakcumainHza no3a

(mg/nen) (mg/nen)




> 60 150 600 JULT v TT1JT

>30-<60 75 300 JUT v TTLT
EnHokpaTHO JHEBHO WU
>15-<30 25-50 150
AT
<15 25 75 EnHoKpaTHO JHEBHO
JlombJIHUTEIHA /1032 HETIOCPEACTBEHO Clie/l XeMoauanu3a (mg)
| 25 | 100 | Exunnuna nosa ©

TII/J = Paznenenu B Tpu npueMa
HII = Paznenenu B 1Ba nmpuema
* Obmrara qHeBHA A03a (mg/neH) TpsOBa ma Obe pa3aeneHa, KakTo € YKa3aHo B cCXxeMara Ha

ng?raﬂe, 3a Jia ce MmoJy4aT mg/mo3a
I HHUTEJTHATA 71032 ¢ SAMHUYHA

Yeproo 0 y8pedicoane
IIpu naune}@g 4epHOIPOOHO YBpEXKIaHE HE € HE0O0X0IMMa MPOMSIHA Ha Jto3aTa (Bxk. Touka 5.2).

Heouampuuna n%uuﬂ

besonacHoctTa 1 € HoctTa Ha [Iperabanmun Mylan Pharma npu nena oz 12-roguirHa Be3pacT v
roHomH (12-17-roauimn 3pacT) He ca ycTaHOBeHH. HalmyHHUTE OHACTOSAIIEM JJAHHH Ca ONMCAHU B
Touku 4.8, 5.1 u 5.2, Ho 1 '5KH 32 JIO3UPOBKATa HE MOTaT Ja ObJaT JaJCHM..

Cmapuecka 6v3pacm ’f”
[pu nanueHTH B cTapyecka BB3PACTMOIKE 112 Ce HAIIOXKH HAMAJLBAHC HA 1032Ta HA nperadanuH
ropany HamajaeHa ObOpeuHa hyHKITHS @c “IlarmenTy ¢ HapymeHa OBO0pedHa QYHKITHA ).

Q
Hauun Ha OPHUITOKCHHUC G@

[perabanmua Mylan Pharma moxe na ce HpMeMaé 71 0e3 XpaHa.
[Iperabanun Mylan Pharma e camo 3a nepopanHolgq JKEHHE.

4.3 IIporuBomoka3zaHus ,OQ
O

CBp’BX‘IYBCTBI/ITCJ'IHOCT KbM aKTHBHOTO BCIICCTBO UJIN HAKOC (%/IOH_IHI/ITG BCIICCTBA, I/136p0€HI/I B

Touka 6.1. @

4.4 ChneunuajaHy mpeaynpeskAeHUs] U MPeINa3sHi MepKH NpH ynmp%

%
>

B croTBeTCTBUE ¢ HacTOsAIMAaTa KIMHAYHA IIpaKTHUKa IMPpU HAKOU MAaUCHTHU C I[I/Ia6€ TO HaJaaBatT
Ha TErJI0 IIpU JICUCHHUE C r[peraGanHH, (& HCO6XO,Z[I/IMO ananTupaHe Ha aHTI/I,I[I/Ia6eTHI/ITe ﬁCTBCHH

ITamumenTu ¢ quabder

MPOAYKTH.

Peaknyy Ha CBPHXYYBCTBUTEITHOCT %

OT MOCTMapKETUHTOBUS OITUT MMa ChOOIIEHUS 32 PEaKIUU Ha CBPBXYYBCTBUTCIHOCT, BKIFOUYUTEITHO
CJIy4ad Ha aHruoeZeM. AKO Bb3HHKHAT CUMIITOMHU Ha aHTHOEIEM, KaTo MOIyBaHEe Ha JIUIETO, OKOJIO
ycTaTa WX Ha TOPHAUTE TUXATEITHU IBTHINA, IperadainH TpsOBa 1a ce cripe He3abaBHO.

3amaiiBane, CbHIMBOCT, 3ary0a Ha Chb3HAHHUE, 00BPKBAHE M YMCTBEHO YBPEKIAHE

Jleuennero ¢ mperabanuH € OWII0 CBBP3aHO ChC 3aMaiiBaHe U CHHIIMBOCT, KOUTO OMXa MOTJIU Ja
yBEJIMYAT YeCTOTAaTa Ha CIy4yaiiHO HapaHsBaHe (MaJaHe) MPpH MalMEHTH B CTapyecka Bb3pacT. Mima u
ITOCTMapKETHHTOBH CHLOOIIEHUS 3a 3ary0a Ha Ch3HaHWE, 00BPKBAHE U YMCTBEHO YBPEKIaHE.
CrnenoBaTesiHO, AIIMEHTUTE TPAOBA Ja ObIAT MOCHBETBAHU Ja OBJIAT C MOBUIIEHO BHUMAaHUE, JJOKATO
HE C€ 3aI03HasAT C MMOTCHIUAIHUTE €PEKTH OT JIEKAPCTBEHUS TPOIYKT.

5



EdexrtH, cBbp3aHu CHC 3PEHUETO

[Ipu KOHTpONHMpPaHK U3MUTBAHUS, ITO-TOJIIMA YACT OT MALUEHTHUTE, JICKYBaHU C IIperadaiuH, ca
CHOOLIMIIM 32 3aMBIJICHO 3pEHHUE, B CPAaBHCHHUE C TIAIMEHTHUTE, JIEKYBaHHU C I1aledo0, KOeTo e
OT3BYYAJIO B TOBEYETO CIIy4au MPH MPOJBIDKUTENHO Mpriarane. [Ipy KIMHAYHATE MPOYIBaHUS,
KBJETO ca MPOBEACHH OPTATIMOJIOTUYHHU U3CTICIBAHNS, YECTOTATA HA HAMANISIBAHE HA 3pUTEITHATA
OCTPOTA ¥ MPOMEHHU B 3PUTEIHOTO TIOJIE € MO-TOJIIMa MPH MAIllMEHTHUTE, JTICKYBaHH ¢ TperadasvH,
OTKOJIKOTO TIPH MAIMEHTHTE, JICKYBAaHU C TU1ane00; YecToTara Ha (PyHAOCKOTICKUTE MTPOMEHH € TI0-
rojisiMa IpH MalueHTHTE, JIEKYBaHH ¢ Tiane0o (Bx. Touka 5.1).

0)) CTMapKETUHI'OBUSA OIUT CBIIO CE C’LO6H_IaBaT HEXCIIaHU PE€AaKIIUU 110 OTHOLICHHUE HA 3pEHUECTO,
BI%JTGHHO 331"}’63 Ha 3pCHUC, 3aMBITIABAHC HA 3pCHUCTO WJIN APYTU IPOMCHU B 3pUTCIIHATA
OCTpO HOT'O OT KOUTO ca OWIH MMPpEXOaHU. CHI/IpaHCTO Ha Hpel"a6aJ’[I/IH MOXKE Ja JOBEAEC A0
OT3By‘{a% I HO,[[O6p$lBaHC Ha TE3U 3pUTCIIHU CUMIITOMMU.

BnbOpeuna Hez[géé)ILqHOCT

C’LO6II_IaBaT CC ClIy4a 6’B6p€‘IHa HEAOCTATBYHOCT, IPHU HAKOH CIIyHau IIPEKPATABAHCTO HA
npera6am/IH IIOKa3Ba o MOCTTA Ha Ta3U HCKCJIaHa JICKAPCTBCHA PCaKIUs.

Crnupase npueMa Ha CLHLTIC'% 2 AHTHENWICNITUYHH JIEKapCTBa

Nma HenocTaThuHO JaHHK 32 CIUPAKSro Ha prueMa Ha ChIbTCTBAIM aHTHETIMIICIITHYHH JICKapCTBEHH
MIPOAYKTH CIIeJ] IOCTUTaHEe Ha KOHTpOH/sﬁ IPUCTBIINUTE C IIperadauH KaTo Jo0aBbyHa Tepanus, 3a Aa
ce MpeMUHE Ha MOHOTEpaIIus ¢ mperad

CuMnOTOMY HA OTHEMaHE OE

HabnronaBaHu ca CHMIITOMH Ha OTHEMAaHE TPH HAK HCHTH CIie]l CIUPaHe Ha KPATKOCPOUHO U
I'BJITOCPOYHO JIeueHHe ¢ peradanvH. CieaHuTe CHONTHA ca OMIN CTIOMEHATH: Oe3ChHUE,
rJ1aBooOosne, rajicHe, TPEBOXKHOCT, AUAPHS, TPUTICH CHH]T €PBHOCT, Jenpecus, 00Ka,
KOHBYJICHH, XHIIEPXHUIPO3a U 3aMaiiBaHe, MOKa3aTeNnHu 3a ¢ cKka 3aBucUMOCT. [TanuenTurte
TpsiOBa 1a ObaAaT HHOOPMHUPAHU 3a TOBA IIPH 3aII0YBAHE HA JIe

KoHByncuy, BKIIOYHTETHO SMUICNTHYEH CTaTyC U TeHepanu3upany TqRMIHO-KIOHUYHY I'bPUOBE,
MOJK€ Jia HACTBITAT TI0 BpeMe Ha JISYeHHETO ¢ TperadaiiH WK CKOPO CIEH HETOBOTO TIPEKpaTsIBaHe.

Q

I[aHHI/ITC 3a OPCKpaTIBaHC HA JbJTOCPOUYHOTO JICUCHHUE C npera6am/1H HOKaSBaTQFé‘lCCTOTaTa u
TEeXKECTTa Ha CUMIITOMHTE Ha OTHEMaHe OMXa MOTJIU Ja 6’L,Z[aT J0303aBHUCHMMU. ‘}

3acToiia chpJieyHa HEAOCTATHEYHOCT O )

MMa mocTMapKeTHHTOBY CHhOOIIEHHS 32 3aCTOMHA ChpIeYHa HEIOCTATHYHOCT MIPH HAKOU nau%@,
oJTy4daBaIiy rnperadanut. Te3n peakiuu ce Ha0Jto1aBaT MPEJAUMHO MPH MMAlUEHTH B CTApUYECK @
BB3PaCT ChC ChPJICYHO-CHJIOBH YBPEKIAHHUS, 10 BpeMe Ha JICUCHUE Ha HEBPONATHsI ¢ IperadavH.
[Iperabanun TpsOBa ga ce U3MOM3Ba ¢ BHUMAHUE MPU TE3U MalMeHT. [IpeycTaHoBsIBaHETO HA
mperabaH MOXKe Ja JOBEJIE 10 OT3ByYaBaHE Ha PEaKIusiITa.

Hexenaan JICKapPCTBCHU PCAKIIUU TTPU MANMCHTH C F[}’LGH&'—IHOMOSB‘IH& TpaBMa

YecroTaTa Ha HEXEIAHUTE PEAKIIMU KaTO ISJ10, HEXKEIAHUTE PEaKI[Mu OT CTpaHa Ha IICHTpaTHATa
HEpBHA CUCTEMa U 0COOCHO COMHOJICHTHOCTTA CE yBEJIMYaBaT MpH JEUSHHUETO Ha HEBpPOIaTHa 0oJKa
OT IIEHTPAJICH IPOU3X0/I, IbJDKAIla ce Ha IPhbOHAYHOMO3bYHA TpaBMa. ToBa MOXKe J1a ce 00SCHU C
AJUTUBHUSA €(PEKT Ha CHITHTCTBAIIUTE JICKAPCTBCHH MTPOAYKTH (HAIP. aHTUCIIACTUYHU CPEJICTBA),
HEeOOXOIMMHU 3a JIEYEHHETO Ha TOBA CHCTOSHHE.



IloTuckaHe Ha AUIIAHETO

[Toydenu ca chOOIICHHUS 3a TEKKO OTUCKAHE HA JWIIAHETO BHB BPBh3Ka C YyIIoTpedara Ha
nperabanuH. [TanueHTuTe ¢ KOMIPOMETUPaHa JUXaTeTHa QYHKIUS, IUXATEIHO WA HEBPOJIOTHIHO
3abonsaBane, ObOpPEUHO YBpeXkKaaHe, ChIIBTCTBAINA yIIOoTpeda Ha cpeacTBa, motuckanu [IHC, n xopa B
CTapuecKa Bb3pacT MOXKE JIa ca U3JI0)KEHHU Ha IT0-BHCOK PHCK OT MOJyYaBaHe Ha Ta3W TEXKKa HeXeaHa
peakiusi. Moxe 1a ca He0OX0IMMU KOPEKIIMYU Ha J103aTa IPU Te3U MalueHTH (BXK. Touka 4.2).

CyuimaHa uaeanus U MOBEACHNIE

[IpuamanuenTH, TeKyBaH! C aHTHETTHIICITHYHY JIEKAPCTBA TPH Pa3IMYHU MOKa3aHHs, ca ChOOIaBaHH
c Ha WjeaIys 1 moBeneHre. MeTa-aHaimu3 Ha paHIOMU3HPaHH, TUTae00 KOHTPOIUPAHU

po Vsl Ha AaHTUCTIIICHITHYHY JIEKAPCTBA ChINO MOKa3Ba MaTbK, HO ITOBUIIICH PUCK OT CyHIIUIHA
Healn oBe/ieHne. MeXaHn3MbT Ha TO3M PUCK HE € U3BECTEH U ChIECTBYBAILINTE JaHHU HE
HM3KJIIOYB 0’KHOCTTA 3a TIOBHUIIICH PUCK TIPH TIperabalivH.

3aroBa nauneﬂ% si0Ba 72 ObJIAT MPOCICASIBAHU 3a IPU3HAIM Ha CYyHIIMIHA UJICalUs U TIOBEICHHE
u TpsOBa 11a ce mpefpgeMe CbOTBETHOTO JedeHue. [larmenTuTe (1 XopaTta, KOMTO Ce€ TPIHKAT 3a TSIX)
TpsOBa na ObJaT Mock aHU 1A IOTBPCAT JIEKAPCKU CHBET B CIIydail, 4e Cce MOSBST NPU3HALM Ha
CYMLHM/HA NaeaLst U TOBYfPHHUE.

Hamanena dbyHKIUS Ha HOHHM@CHI/I Ha CTOMAIlTHO-YPCBHUA TPAKT

Mma nocTMapKeTHHTOBU C’LO6]J_ICHI/I5Q3 HOUTHS, CBbP3aHU C HaMaJieHa (DYHKITHS Ha JOJTHHUTE OTICIU
Ha CTOMAIITHO-YPEBHUS TPAKT (HAIP. HE @xoanMOCT Ha 4epBara, MapaiuTUICH WICYC, 3aIeK), KOTaTo
nperadajvH € IprueMaH 3aeIHO C JIEKapCT HUTO MOXE J1a IPEAN3BUKAT KOHCTUIIAINS — HAIIPUMEDP
OTMONTHU aHaNTeTHITH. KoraTo mperadamma OHJIM IIE CE M3IOJI3BAT B KOMOWHAIIHS, TPSOBA 1a
ce B3eMar IMpeIBU] MEPKHU 3a TIPEJ0TBpaTIBaHe HCTHIMAnusATa (0COOSHO NPH )KEHHU U MMallUeHTH B

CTapuecKa Bb3pacT). ,s,
(@)

CoropreTBania ynorpeba ¢ Onuouan ,O @

[IpenopbuBa ce MOBUILIEHO BHUMAHKE IPH MPeINICcBaHe Ha TP, WH CBITBTCTBAIIO C OIMTUOUAN
nopanu pucka ot motuckane Ha [ITHC (Bx. Touka 4.5). B npoyuBa®/,ciaydaii-koHTpoIa“ TIPH JINIIA,
NpUeMalIy OIMOUIH, TIPU MAEHTHTE ChC ChIIBTCTBAIL IPHEM Ha 1T QJIMH U OTTMOUIH Ce
Ha0Jr01aBa MOBHUILEH PUCK OT CMBPT, CBBP3aH C yIoTpedaTa Ha OMHONIA)B, CPABHEHHE C TE3U, KOUTO
ynoTpeOsBaT CaMOCTOSATETHO OMUOUAN (KOPUTHPAHO CHOTHOIICHUE Ha 114’ ete [aOR], 1,68 [95%
Cl, 1,19-2,36]). To3u moBHIIIEH PUCK ce HaOJt01aBa MPU HUCKHU J03H Mperad 1%55 300 mg, aOR

1,52 [95% CI, 1,04-2,22]) u e Hanmu1e TeHACHLINS 32 O-BUCOK PUCK MPH MMO-BUC JI03U TIperadaiuy
(> 300 mg, aOR 2,51 [95% CI 1,24-5,06)). '}O
(@)

HenpaBuina ynorpe0a, IOTEHIMA 33 3J10YIOTpeda UM 3aBUCUMOCT )‘:

CrobmaBaHu ca Cirydad Ha HEIIpaBWIHA yroTpe0da, 310ynorpeda u 3aBucuMoct. Heodxonumo 6\
MOBUIICHO BHUMAaHUE MPY MAlIMEHTH C aHAMHE3a 32 3JI0yNoTpeda ¢ BelecTBa U MallueHTUTE Tpﬂ@ na
ObaaT HaOJIIOJaBaHy 32 CHMIITOMH Ha HeTpaBHIHA yroTpeda, 310ynoTpeda itk 3aBUCUMOCT OT
nperabanut (cbo011aBa ce 3a pa3BUBaHE Ha TOJEPAHTHOCT, IOBHUIIABAHE HA 103aTa, IIOBEACHHE 32
HAaCOYEHO ThPCEHE Ha JIEKaPCTBOTO).

Exnedanonarus

Cro01aBany ca cirydau Ha eHIeanonaTHs, IPEIUMHO TIPH MAIMEHTH C TOJIekKAIH 3a00sBaHus,
KOUTO MOTaT JIa YCKOPSIT Pa3BUTHETO HA SHIIC(aonaTusl.



CubpkaHue Ha HaTPUU

ToBa nexkapcTBO ChABPKa Mo-Manko oT 1 mmol (23 mg) HaTpuii Ha Karcyia T.e MOXKe Jia ce Kaxe, ye
MIPaKTUUECKU HE ChIbPKa HATPUH.

4.5 B3aumojeiicTBHe C APYTH JIeKAPCTBEHU NMPOAYKTHU U APYTH ¢opMu HA B3auMoJelicTBHE

Tpii kaTo MperadaiuH ce eKCKpeTHpa MPEAUMHO B HSITPOMEHEH BHJl B YPHHATA, META00IH3UPa Ce
MpeHeOpe)MMO MaNIKo Tipu Xopa (<2 % ot Jo3ara ce yCTaHOBSIBa B ypuHarta moJ ¢opmaTa Ha
MeTa0OoJIUTH), He MHXHOUPA JIEKApCTBEHUST META00JIM3BM in Vitro W HE e CBBP3Ba C MJIa3MEHUTE
MIPOTEUHH, MAJIKO BEPOSATHO € TOH J1a Mpe3BUKBA WK J]a YYaCTBa BbB (JapMaKOKUHETHYHU

B%OHGIZCTBHSL

In Vi%OV‘lBaHI/Iﬂ X NIONYyJTalIlMOHCH d)aDMaKOKI/IHGTI/I‘ICH aHaJu3
1

CLOTBeTﬁQ@ ViVo TIpOYYBaHUsI HE ca HAOII0aBaH! KIMHIUYHO 3HAYUMH (hapMaKOKHHETHYHH
B3aMMOJICUCT eXIy nperadaiuH 1 GEeHUTONH, KapOaMa3enrH, BAJPOeBa KUCEIHA,
JNIAMOTPHIMH, FaOREHTHH, JIOpa3enaM, OKCHKOIOH MK eTaHou. [lomynanuoneH GpapMakOKHHETHYEH
aHaIu3 TOKa3Ba, LIelg’e OpaJTHUTE aHTHANA0ETHH CPEeICTBa, TNyPETHIINTE, HHCYIINH, (peHobapOuTa,
THarabuH u TonnpaMa%waT KIMHAYHO 3HaYUM €(eKT BbPXY KIMpBhHCA Ha MperadanH.

(0

Iepopanau KOHTpauenTHBHQpeL[CTBa, HOPETHUCTEPOH W/WIN ETHHWI €CTPAANOI
7

EnHOoBpeMEHHOTO IPUIIOKEHHE H%Fa6aﬂI/IH C NIEPOPAIHUTE KOHTPALENITUBHU CPEACTBA
HOPETUCTEPOH H/VITN €THHWI eCTPaIH0) He TIOBIUABA (hapMaKOKHHETHKATA IIPH CTAI[HOHAPHO
CBCTOSIHHE HA HUTO €THO OT TE3U BEIllE .

JIekapCTBEHH MPOAYKTH, IOBIUIBAIIU HCHTD%?TEI HCpBHA CUCTEMA

IIperabanma Moxe Aa 3acvid epeKTUTEe Ha eTaHoﬁ%pasenaM.

O

Or NMOCTMAPKCTUHI'OBUS OIIUT UMa CT>O6H.[€HI/I$I 3a zmxaTe)@ HEAOCTATHYHOCT, KOMAa U CMBbPTHHU
CJIydau npy NanucHTH, rpuemMaliu npera6aﬂn 1 OIIMOMIHN K L? APYTHU JICKApCTBCHU IIPOAYKTH,

moTHCKal| nenTpainHara HepHa cucteMa (LIHC). IIperabanu OSITHO Ma aJJUTUBHO JIEHCTBHE
BBPXY HAapYIICHUITA HA KOTHUTHBHATA U IBUTATEITHATA (QYHKIIHSL, YHHEHU OT OKCHKOJIOH.
B3anMonecTBHA M TALMEHTH B CTapYecka Bb3pacT ’5’:

He ca MPOBCIKIAHU CHC]_[I/I(bI/IIIHI/I mpoy4BaHHuA 3a (bapMaKOI[I/IHaMI/IIIHI/I B3aun CTBHA IpU
,Z[O6pOBOJ'ILII/I B CTap4CCKa Bb3pacT. Hpoy‘lBaHI/IH 3a BBaHMOﬂeﬁCTBHﬂ Cca IMpoBCa CaMo IIpu

BB3PaCTHU. O
(o)

4.6 @epTunuTeT, )PpEeMEHHOCT U KbPMEHe %

JKenu ¢ nereponies norenmua/KonTpanenius npu MbXKe U JKEHU %

Tbif KaTO MOTEHIMATHHUAT PUCK P XOpa € HEU3BECTEH, TIPH JKEHH C IETEPOJICH IIOTEHIHAN TPpsOBa 1a
ce n3Mon3Ba eeKTUBHA KOHTPAIICTIIIHSL.

BbpemenHoct
Hsama noctars4yHo 1aHHU 3a ynorpedaTa Ha mperadainH mpu OpeMeHHHU.

IIpoyuBaHusATa IIPH )KUBOTHH Ca TIOKa3aJIHl PEIPOTyKTHBHA TOKCHIHOCT (BXK. TOUKa 5.3).
IToTeHIMANHUST PUCK TIPU XOPa € HEU3BECTEH.



[Iperadanmun Mylan Pharma He TpsiOBa na 0bJe M3MON3BaH 10 BpeMe Ha OpEMEHHOCT, OCBEH B CIyJai
Ha KaTeropu4Ha HeOOXO0AMMOCT (aKO MoJI3aTa 3a MaiiKkaTta KaTerOPHYHO HaIXBBPIIS IIOTCHINATHHS
puck 3a ¢eryca).

Kspmene

[perabanun ce ekckpeTHpa B KbpMata (BX. Touka 5.2). EQekTsT Ha nperabanud npu
HOBOPOJICHH/KbpMadeTa He € n3BecTeH. Tps0Ba 1a ce B3eMe peleHne, Jalu J1a ce IPEyCTaHOBH
KBPMEHETO WM J]a Ce MPEYCTaHOBH TepaINusATa C IperadanH, KaTo ce B3eMar IPEBH/ 11013aTa OT
KBPMEHETO 3a JIETETO U I0JI3aTa OT TepamnusaTa 3a KeHaTa.

d)ep/gHm/ITeT

H;IM%HW{HH JaHHU 32 e()eKTUTE Ha MperadaguH BbPXY )KEHCKUs (hepTHUIINTET.

B Knm{nﬁ%j Oy4BaHE 3a OLICHKA e(eKTa Ha MperadaiH BbPXy MOABIKHOCTTA Ha
CIIepMAaTO30H, , 3I[paBU MbXe JOOPOBOIIIH ca eKCIIOHUPAHU Ha TperadaiuH npu no3a 600 mg/ml
nueBHo. Cren 3 ’gila JIeYeHUE He € UMajlo eheKTH BbPXY MOABMKHOCTTA HA CLIEPMATO30MIHTE.

[IpoyuBane 3a @epm% NP JKEHCKH IUTHXOBE MTOKa3Ba HEXENaH! e(pEeKTH BEPXY
penpoaykrusHocTTa. [IpOYgBaHus 3a GepTHINTET PU MBKKH IUTbXOBE NOKa3Ba HEXeNaHu epeKT
BBPXY PEIPOSYKTUBHOCTT ﬁBHTI/IeTO. KnuanvnaTta 3Ha4MMOCT Ha TE3H HAXOJKU € HEM3BECTHA

(Bk. TOUKa 5.3). /f)

4.7 Edexrn BbpXy CHOCOGHOCT']Q %moqmpane U padoTa ¢ MallIUHU

[peradamun Mylan Pharma moske ja oBJHisie B Jieka /0 yMepeHa CTEeTeH CIIOCOOHOCTTa 32

mogupade u padota ¢ MammHu. [Iperabanu lan Pharma mMosxe 1a nmpuuuHH 3aMasiHOCT U
CHHJIUBOCT U CJICIOBATEITHO MOJKE 2 TIOBIIHUSIE C OHoCTTAa 3a modupane wiu padoTa ¢ mammuu. Ha
NalyeHTUTe ce MPernopbuBa Jia He modupar, 1a H OTAT CHC CJIOKHU MALIMHU HJIH J]a y4acTBaT B
JpYyTH MOTEHIMATHO PUCKOBH JIEHHOCTH, JOKATO ce pa30gpe Aany TO3H JIEKAPCTBEH MPOAYKT 3acsra
TSIXHATa CIOCOOHOCT J]a M3BBPILIBAT TE€3H JICHHOCTH. yo)

4.8 HexenaHu JeKkapcTBeHH peaknNu %G

Pesrome Ha mipodria Ha 6e30macHOCT %

Knuandnata nporpaMa Ha nperadaiuH € BkiitouBana Haja 8 900 HaHHeHTH%CHON/IHI/IH Ha
nperabanuH, Hax 5 600 OT KOUTO ca B3eIH y4acTHe B IBOMHOCIENH TUTale00~KOHTPOTHUPaHT
npoy4Banus. Hali-uecto choOIIaBaHUTE HEXKEJIAHU PEAKLIUH ca OMIN 3aMastHOC BHIIUBOCT.
Hexxenanute peakuun 0OMKHOBEHO ca OMIIH JIEKH O YMEpeHH Mo cuia. YectoTara WPCKBCBaHC Ha
JICYCHUETO MOPATH HEXKEJIAHHU PEAKLUH 32 BCHUYKH KOHTPOJIMPAHU MPOoyuYBaHus € Ouna’ 2% npu
TNIALMEHTH, TOJTyYaBally nperabanut, u 5% Npy NaukeHTy, noryyasamm miane6o. Haii-wcéqure
HEe)KeJIaHW PeaKIvy, JOBEIH O MPEKbCBaHE Ha JIUEHUETO, B TPYITH, JIEKyBaHU C Hpera6am%a omu
3aMasgHOCT U CHHJIMBOCT. 6\

Q

TabauaHo OpeacTaBidHC HA HEXKCITAHUTEC PCaKIINH

B Tabnuia 2 mo-no1y BCHYKH HEXETaH! PEakiiy, KOUTO ca HAOII0IaBaH! TIPU MOBEUYE OT SANH
MAI[MEHT U Ca ¢ YeCTOTa II0-BUCOKA OT Ta3H IPH ILIanebo-rpymnara, ca u30poeHH 110 KJIaCOBE U Y€CTOTa
(muOTO YectH (> 1/10); yectu (> 1/100 o < 1/10); meuectu (> 1/1 000 go < 1/100); penxu (> 1/10 000
1o < 1/1 000); mHOTO peaxu (< 1/10 000), c HeM3BecTHA YecToTa (0T HAIMYHHUTE JaHHU HE MOXKeE Ja
Ob/Ic HallpaBeHa OICHKA). BbB BCSAKO rpylUpaHe 10 4eCTOTa HeXKETaHuTe ePeKTH ca IPeICTaBeHU B
HU3XOJISAII PEJT TI0 OTHOIIICHUE CEPHO3HOCTTA.

W36poeHuTe HeXXeNaHU Peakuy MOraT Ja ObJaT CBbP3aHH U C MOUICKAIIOTO 3a00IsIBaHe W/MITH
CBhIIBTCTBAILY JIEKAPCTBEHU IPOAYKTH.



YecToTara Ha HEXKEIAHUTE pCaKru KaTo OAJ10, HEXKCIIAHUTC pEaKIUU OT CTPpaHA Ha L[HC U 0COOEHO
CHbHJIMBOCTTA C€ yBCJIMYaBa IIPpU JICHCHUCTO HA HCBPOIIaTHA 60.]11(21, JbJKaIa CC Ha

rppOHAaYHOMO3bYHA TpaBMa (BXK. Touka 4.4).

JIOITBITHUTEITHUTE PEaKIy, CHOOIIEHH OT TOCTMAPKETHHTOBHS OITUT, Ca MApKUPAHH B KYpPCU8 B

CITUCHKA TTO-TIOJTY.

Ta6auna 2. HexkeslaHu TeKapcTBEHU peaKINy, MPeIU3BUKAHU OT MperadaanH

CucremMo-opraseH KJjac

Hesxenanm 1eKapcTBeHH peaKIMu

HNpdexuun u undecranmuun
Hazodapuarut
Ha HMSl HA KPbBTA U JIUM(pHATA
cucre
Heuectu “(y. HeyTtponenus

HapyuleHm{ @ HMYHHATa cUCTEMA

Heuectn &
Penku A

Cspvxuyscmeumennocm
Aneuoedem, anepeuuna peaxyus

L4
Hapywenus na MeT%'WBMa U XpaHeHeTo

3acuBaHe Ha arnieTuTa
AHOPEKCHS, XUITOTTUKEMUS

Yectu O
Heuectun ’?,/,
N

IlcuxuyHyM HApyLIEHHS

Yectn
4
%

Heuectn

Penxu

%

/|
A

Eydopuuno Hactpoenue, 00bpKaHOCT,
pasapasHUMOCT, Ie30pHEHTAINs, Oe3ChHIE,
HaMaJIEHO JIMOUIO

XamroruHamus, MaHu4IecKa aTaka
’ Qe3mOKOICTBO, B30y A, AEIpecHs, MOTUCHATO
TPOCHHE, TPUIIOBIUTHATO HACTPOCHHUE,
51, IPOMEHHU B HACTPOCHHETO,
anus3anys, TpyJHO HaMHUpaHe Ha IyMH,
1 CHHHIIA, TOBUIIICHO JTHOUIO,
aTus

az
Jerie;
MaToJIo

aHopra3m

HeBmzmp)KaHong

Hapyumienuss Ha HepBHaTa cucTeMa
MHoro yectn

Yectn

Heuectu

Penxu

<Y

3amasHOCT, CLHHHBOC'T%@aBOGOHHe

ATakcus, HapylieHa Koopnn@mﬂ, Tpemop,
IU3apTpusi, aMHE3Hs, Hapylle a rmaMmerTa,
HapyIIEHUS HA BHUMaHUETO, TapeePegnn
XUIOECTE3Ms, CEANPAHE, HAPYIIEHO
paBHOBecCHUE, JETaprus

o
fo)
S
CuHKoII, CTYNIOp, MUOKIIOHYC, 3a2y0a Ha Q
Cb3HAHUe, TIOBUIIICHA HCI/IXOMOTopHa
aKTI/IBHOCT, I[I/ICKI/IHC3I/I$I, 3aMastHOCT HpI/I
I/I3HpaBHHG, I/IHTCHLII/IOHGH TpeMop, HI/ICTaI"bM,
KOTHUTHUBHO Pa3CTPOMCTBO, YMCMEEHO
yepedicoare, TOBOPHO HapyIIECHHE,
xumnopedIeKcHsi, XUTIEpeCTe3 s, TyBCTBO Ha
mapeHe, arey3us, oowo HepasnoaodiceHue

I'vpuose, mapocmuisl, XUIIOKWHE3US, AUcrpadus

Hapyumenust Ha 0KOTO
Yectu

3aMBIIICHO 3PCHUC, TUITTIOMHU A
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Heuectn

Penxu

3ary0a Ha niepudepHo 3peHne, 3pUTEITHO
HapyIIeHue, OTOK Ha O4HTe, 1e(heKT B
3pUTETHOTO MOJIE, TOHMKEHA 3PUTEITHA
ocTpoTa, OOJIKH B OYUTE, aCTCHOMHS, (POTOIICHS,
CyXOTa B OYUTE, IIOBUIIICHA JIAKPUMAIIHSI,
Jpa3HEHE B OUNTE

3azyba na 3penue, kepamum, OCUUIONCHS,
HapyIIEHO 3PUTEHO BB3MPUATHE 3a
Ib100YMHA, MUpHUAa3a, CTpaObu3bM, MOBUIIEHA
SAPKOCT Ha 00pas3uTe

Hafymenus na yxoro u 1aéupunta

Yec C? CBeToBBpTEX
HequTﬁO (AN Xumepakysuc
Cobpaeynn l{i@/meﬂml

Heuectu @&

9,
2,
%,

Penxu

Taxukapaus, aTpUOBEHTPHUKYJIapeH 010k |
CTETIeH, CHHYCOBa OpaiKapans, 3aCMotHa
Cchpoeuta HedoCMamvb4HOCH

Yowucasane na QT-unmepsana, cuaycoBa
TaxHKapsi, CHHyCOBa apUTMHS

CbI10BH HApYLIEHUS 7 o

Heuectu ,s

P
g

XI/IHOTOHI/IH, XUIICPTOHUS, TOPCIIN BBJIHH,
3a4CPBABAHC, CTYACHU KpaﬁHPILIPI

PecimpaTopHu, rpbIHH U Mennacrnﬂa%

HApYILIEHUs!
Heuectn

Penxu

C Heu3BeCTHA YeCTOTa

L/' HCITHCA, CIIMCTAKCUC, KalllJInIla, Ha3aJIHa
P

reCTusd, pUHUT, XbPKaHE, CyX0Ta B HOCA

(o)

Eeﬂo@éeu OmoK, CTATaHE B IT'bPIIOTO

CToManIHO-4YpeBHU HAPYIIEHUS
Yectn

Heuectn

Penxn

HOTI/ICKaHﬁ%I/ImaHeTO

[ToBps11ane, ca KOHCTHUIALUSL, OUapus,
¢dmatyneHus, oz ¢ Ha Kopema, CyXoTa B

ycrara Q

lactpoesodareanen pe(lmyK@mBHmeHo
CJIFOHOOT/IEJISIHE, XUIIOECTE3HS CTHaTa

KyXUHa O
o

AcuuTt, IaHKpeaTHT, nodyeane Ha e3u£9®
qucdarus -

XenaTooMaIuapHU HApyIIeHUs
Heuectn

Penxu

MHoro peiku

IloBumenn cTOMHOCTH Ha

eH3uMu*

4epHOAPOOHHUTE

Krearenunia

UepHOapoOHA HETOCTATHYHOCT, XCATHT

Hapymienusi Ha K0KaTa M MOJKO0KHATA
ThKAaH
Heuectn

[lamyno3en oOpuB, ypTUKapus, XUIEPXUAPO3A,
npypumyc
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Penxu

Cunodpom na Stevens-Johnson, cTyneHa ot

Yectu

Heuectu

Penxu

Hapyumienusi Ha MyCKYJ/JIHO-CKeJIeTHaTa
CHCTEMA U CheJIMHUTEIHATA ThKaH

MycKyITHH KpaMIid, apTpairus, 00JIKu B I'bpoa,
0ONKM B KpaliHUK, LIEPBUKAJIEH CIIa3bM

HOI[}IBaHe Ha CTaBUTC, MUAJITUA, MYCKYJIHA
MOTpCIiBaHu, OOJIKU BB BpaTa, MYCKYyJIHa

CKOBAaHOCT

Pa6pomuonnsa

In a

He
/0

Hapymenus Ha 6b0penniTe U NMKOYHUTE

Penxu (K] P
D

MHKOHTHHEHIIUS HA ypUHA, JU3YPHUS

brOpeuna HenoCTaThYHOCT, OJIUTYPHS,
pemenyus Ha ypuna

Yectu

Heuectu

Penxu

s
Hapymenus H%nponmounTenHaTa
CHCTeMA M I'bpAa

9,
2,
%,

Qo
A

P
g

EpextunHa qucdyHKuus

Cekcyanna nucyHKIus, 3a0aBeHa esKyIaIus,
JCMeHOpest, OOJIKU B I'bpJaTa

AMeHopesi, ceKpelys OT I'bpJaTa, yrojeMsiBaHe
Ha I'bPJUTE, 2UHEKOMACTNUS

NPUJI0KeHue
Yectn

OO0mu HapymeHust M egeKTH Ha MHCTOQ&‘I
0’

7 Ilepudepuu otonu, enem, HapyluIeHa MOXOKa,

aHe, UyBCTBO 32 ONHMAHEHHE, HEOOHIAITHO
yé&mane, ymopsemoct

Heuectu I eHepa% aH OTOK, OMOK HA JUYemo,
CTSITaHE B y& Te, 00JIKa, TUPEKCHS, JKaXKa,
CTYJICHU TPBIKW, ACTCHHUSI

HN3caenBanus

Yectn YBennuaBaHe Ha TE OTO TETJIO

Heuectn IToBumenue Ha eraTI/IHQI @ocq)oxnﬂa:;am B
KpBBTa, MOBUIIICHUE HA Kp%@ra 3axap,
HaMaJieHHe Ha Opost Ha TpoMO Te,
MOBUIIICHIE HAa KPEaTUHUHA B KPb
MIOHKCHHE Ha KaJIUs B KPBBTA, 3ary0d Ha
TEJIECHO TETJIO Q

o)
Penxu [TonmkeHne Ha OPOsI HA JIEBKOITUTHTE Q

* [ToBuiieHa anaHuH-aMuHOTpaHchepasa (ALT) u noBuieHa acrnaprat amuHoTpancdepasa (AST)

HpI/I HAKOHU ITAIIMCHTH Ca Ha6J'IIO,[[aBaHI/I CUMIITOMHU Ha OTHEMAHEC CJIC CIIMPAaHC HAa KPATKOCPOYHO U

ABIITOCPOYHO JICUCHHUC C npera6anI/IH. CJ'IC,I[HI/ITG pC€aKnnu, MOKa3aTCiIHU 3a (1)I/I3I/I‘ICCK8. 3aBHCHUMOCT, Ca

Own crioMeHaTH: 0e3ChHHE, TIIaBO00IIHE, TalIeHe, TPEBOKHOCT, JUAPHS, TPUIICH CHHIPOM,
KOHBYJICUU, HEPBHOCT, Jlenpecusi, 00JIka, XUIIepXuapo3a u 3aMmaiiBane. [lanuenTture TpsaoBa 1a Obaat
WHGOPMHUPAHU 32 TOBA MPH 3aMOYBAHE HA JICUCHHUETO.

HaHHI/ITe 3a NpeKpaTiaBaHC HA ABJITOCPOYHOTO JICUCHUE C HpeFaGaﬂI/IH IIOKa3Bar, 4€ yecrorara u
TEXKECTTa Ha CUMIITTOMUTE Ha OTHEMAaHe OrXa MOTIH Ja 6’BZ[aT J0303aBHCHUMH.
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IlenpaTpyyHa DomyJaamus

[IpodunbT Ha Oe30macHOCT Ha HperadanuH, HaOJII0AaBaH B NIET MEAUATPUYHU MPOYIBAHHS ITPH
MAIUeHTH C TapIUAIHU MPUCTHIIN ChC WK 0e3 BTOpUYHA reHepanu3anus (12-ceIMUYHO H3NUTBAHE 32
OIIEHKA Ha e)UKACHOCTTA U OE30IMaCHOCTTA MPH MalMEHTH Ha BB3pacT oT 4 1o 16 ronuau, n = 295; 14-
JTHEBHO TPOYYBAHE 3a OlleHKa Ha e(hUKacHOCTTa M 0€30IMaCHOCTTA TP MAIUEHTH Ha BH3pacT OT 1
Mecell JI0 O-MaJKo OT 4 roauHu, n = 175; uznuTBaHe 3a HapMaKOKHHETHKA U TIOHOCUMOCT, N = 65 u
JBe 1-TOAMITHY OTBOPEHU M3MHUTBAHUS 32 TpOCieAsBaHe Ha Oe3onacHOCTTa, n =54 un=431)¢
moA00eH Ha TO3H, HAOJFO1aBaH IMPH U3MMUTBAHKATA MPU BH3PACTHU MAITUCHTH ¢ enuiencus. Haii-
YECTUTE HEIKEIAHU ChOUTHS, HAOMI0JaBaHu B 12-CeIMUYHO U3MUTBAHE C JICUCHHE C MperadaivH, ca
CHHIIUBOCT, TUPEKCHUs, HH(DEKIIMS HAa TOPHUTE TUXATEITHYA IBTHIIA, TOBUILICH alleTUT, IOBUIIIABAHE HA
TErJQTo 1 HazodapuHrut. Hail-yecTuTe He)XenaHu CbOUTHs, HAOM0JaBaHu B 14-THEBHOTO IPOyYBaHE
H SHUE C mperadainH, ca ChHINBOCT, MH(EKITHSA Ha TOPHUTE TUXATCITHN IHTHUINA U TUPEKCHS (BXK.

TOYK %5.1 u 5.2).

IOJ03UPAHH HEKCITAaHHU PCAKIINH

C’bO6H.[aBaH6TO JO3MPAHNU HEKCIIAHU PCAaKIU CJIICT pa3pClIaBaHe 3a yHOTpe6a Ha JICKApCTBCHUSA
MIPOAYKT € BAXKHO. IIO03BOJIsIBA A MPOABIDKHU Ha6J'IIOI[CHI/ICTO Ha CbOTHOIICHHUCTO HOJ'I3a/pI/ICK 3a
JICKaApCTBCHUA ITpOAY MCIUIIMHCKUTE CIICHUAJINCTH CEC U3UCKBA J1a C’bO6HIaBaT BCsKa

MOJI03UpaHa HeWKeNaHa P @mﬂ Yype3 HAIMOHAIHA CUCTEMa 3a ChOOIIaBaHe, MOCOYCHA B
IIpunoxenue V. }

4.9 Ilpeno3upane >

Q

CuMnromMu ’3’
o %

Haii-gecTo choOmaBaHnuTe HEXKEIAHT PEAKIT MMOCTMAPKETHHTOBUS OTIHT,
HaOII0JaBaHY TIPY MIPEeI03UPaHe Ha MperadaTuH; KJIIOYBAJIU CHHIIMBOCT, CbCTOSIHHE Ha
o0BpKBaHe, Bb30yaa u Oe3nokoricTo. [Tomyuenu € OILEHUS U 32 MTPUITA]BIIH.

(o)

B penxu ciaydau ca oK1agBaHU ClIydad Ha KOMa. ,OQ
Jleuenue %

Jleduenuero npu npeo3upaHe Ha NperabanuH TpsOBa Jia BKIOYBA o%nonm,pxcamn MEPKH H
€BEHTYAIHO XeMOJuaIHn3a IpH Hyk1a (Bx. Touka 4.2 Tabmuma 1). /s'é

5. ®APMAKOJIOTMYHHA CBOMCTBA e@
7
(o)

dapmakoTepaneBTHYHA TpyTa: AHTHETFIICTITAIHN CPEICTBA, IPYTH aHTUCTTHIICTITHIHHN C a;
ATC xox: NO3AX16 %

5.1 ®apmakoaMHAMUYHU CBOHCTBA

AKTHBHOTO BELIECTBO MPeradajIrH € aHaJIor Ha raMa-aMHHOMAacieHata kucenusa [(S)-3-
(aMMHOMETHIT)-5-METHIIXEKCAaHOEBa KUCENINHA)].

Mexauus3sM Ha JIelCTBUE

[Iperabanun ce CBBbP3Ba ¢ JOIIBJIHUTEIIHATA CYOequHHIA (02-0 OCITHK) Ha BONTAXK-3aBUCMHUTE
KaJIIMEBH KAHAIU B [ICHTPAIHATA HEPBHA CUCTEMA.

Kinnnnuna edbukacHocT U 6€300aCHOCT

13



Enunencus

JlorbnHUTENHA Tepanus

[Iperabanun e mpoyyeH B 3 KOHTPOJIUPAHHU KIMHUYHH U3MUTBAHUS C MPOABILKUTENHOCT 12 ceMuUIu
npu A wnu TIT npuem. KaTo nsmo, 6e3omacHOCTTa 1 €pEeKTUBHOCTTA IIPH CXEMHUTE Ha IPUIIaraHe
¢ AT u TII ca Ovn cXOQHHU.

Hamanenue Ha yectoTara Ha MpUCTHITUTE € OMII0 HAOMIOJaBaHO A0 Kpast Ha ceaMuIa 1.

THeouampuuna nonyrayus

EdwukacHocTTa 11 6e3omacHOCTTa Ha MTperabaiiH KaTo JOMBIHUTETHA TepaIvs 3a eHIISTICHS TPH
NIeANaTPUYHY MMAlEHTH o] 1 2-TOAUIITHA BB3pacT U MU IOHOIIHU He ca yCTaHOBeHU. Hexenanute
CHOMTHS, HAOI0/ITaBAaHU B H3MIUTBAHETO 32 (DapMaKOKMHETHKA U TIOHOCHMOCT, KOETO € BKJIFOUBAJIO

TE3H, F0JIaBaHM MPHU BB3pacTHU. Pesynrarure ot 12-ceqMUdHO, TUTae00-KOHTPOIUPAHO
pu 295 nenuaTpUYHM MAIUEHTH Ha Bb3pacT oT 4 10 16 roguuu u 14-1HeBHO mianedo-
KOHTPOINPAfidyIpoyuBaHe npu 175 neauaTpuuHy MAlMeHTH Ha BB3pacT oT 1 Mecell 10 10-MaJko oT 4
TOJIUHH, npOBgF’@m C IIeTT OlleHKa Ha e()UKacHOCTTa M 0€30MacHOCTTa Ha MperadaliiH KaTo
JIOITBJTHATEITHA T@?xm 3a JIeYeHUe Ha ApIUATHA TPUCTHIIH, U JIBE |-TOIUIITHU OTBOPEHU
M3MUTBaHUS 32 0€3011agHOCT MPHU CHOTBETHO 54 1 431 neAuaTpuyHU MalMeHTH OT 3-MecevHa 10 16-
TOJIMIITHA BB3PAcCT C ecm MOKA3BaT, ue HEXKEITAHUTE ChOUTHS HA MUPEKCUS U MH(EKIIUU Ha
TOPHUTE AUXATEITHU MTH ¢ HaOJII0/1aBaT MO-4€CTO, OTKOIKOTO B U3MHUTBAHUATA MIPU BB3PACTHU
MalMEHTH C eNWICHICUs (B)K{?%/I 4.2,48mu5.2).

e

B 12-ceqmuunHO Hnaue6o-K0HTponH@{o MIpOoyYBaHE NeIUATPUIHATE MMAMCeHTH (Ha BB3pacT OT 4 10
16 TomuHM) ca pasnpeaciieHn aa nonyw@aT nperabdanun 2,5 mg/kg/nen (makcumanao 150 mg/nen),
nperabanua 10 mg/kg/nen (MakcuMarHO mg/neH) win riane6o. [IporeHTsT Ha yYACTHHUIINTE C
noHe 50% HamaneHue Ha NapUUaJIHUTE 1P 1, B CpaBHEHHE C U3XOAHO HUBO, € 40,6% oT
YYaCTHUIINTE, JIEKyBaHH ¢ TiperadaiuH 10 mg/@ et (p=0,0068 B cpaBHeHHe C miIane6o), 29,1% ot
YYaCTHUIIMTE, JIEKYBaHH ¢ mperadanux 2,5 mg/kg (p=0,2600 B cpaBHEeHue ¢ wranebdo) u 22,6% ot
YYACTHUIINTE, MTOTyYaBally rianeoo. o)

B 14-nHeBHO TU1a11€00-KOHTPOIMPAHO MPOYIBAHE TICAHA Y TIAITUEHTH (Ha BB3pacT OT 1 Mecerl 1o
MO-MaJIKo OT 4 TOIMHU) ca pa3NpeesieHH Ja MoTyvYaBar mpe uH 7 mg/kg/nen, nperabanux

14 mg/kg/nen nnu mianedo. MenuanaTta Ha 4ecToTata Ha IpH Te 3a 24 Jaca Ha U3XOJHOTO HHUBO
U TIPH TIOCJICTHOTO ITOCEIICHHE € ChoTBeTHO 4,7 1 3,8 3a mperadai g/kg/men; 5,4n 1,4 3a
nperadanun 14 mg/kg/nen u 2,9 u 2,3 3a mnane6o. [Iperadanun 14 m TIeH 3HAYUTEIIHO HaMaJIsiBa
log-TpancopMupaHaTa 4YecTOTa Ha MAPIHUATHU MPUCTBIIN CIPSIMO TIale 4p=0,0223); npu
nperabammn 7 mg/kg/nen He ce Habo1aBa To106peHKe cipsiMo mane6o. “(Q

D
Mounomepanus (HogoouasHocmuyupanu nayueHmu) Q
[IperabanuH e mpoydYeH Mpu eIHO KOHTPOJIUPAHO KIMHUYHO MPOYYBAHE C PO ocT
56 ceqmury, ¢ mpmtokerne 1. [Iperadamun He € moka3a mo-mMajika eeKTHBHOCT o
JIAMOTPUTHH T10 OTHOIIEHHE Ha KpaifHaTa Touka - 6 Mecena 6e3 npuctbiu. [Iperadanus u OTPUTHH
ca CpaBHUMH 110 OTHOIIICHHE Ha 0€30MacCHOCT U A00pa MOHOCUMOCT. @6\

I'enepanusupano mpegoicHo pazcmpoiicmeo Q
[Iperabanun e npoydeH B 6 KOHTPOIUPAHU KIMHUYHU U3MUTBAHUS C IPOABIDKUTEIHOCT 4-6 CeIMUIIY,
€/IHO NPOYYBaHE NPH MAIMEHTH B CTapYecKa Bb3PACT C MPOIBIDKUTEIHOCT 8§ CEIIMHIH U STHO
IBJITOCPOYHO MPOYYBAHE 3a MPEBEHIMS Ha PELUINB C JBOHHOCIMNA (a3a Ha MPEeBEHINS Ha PeUINBa
C IPOIBJKUTEITHOCT OT 6 Mecera.

Oo6nexuenne Ha cumrromute Ha I'TP, m3mepeno upe3 Ckamara Ha XaMIJITOH 3a OIICHKA Ha
tpeBoxkHocTTa (HAM-A) e 6uio HabIoJaBaHo 10 Kpast Ha cenqmuna 1.

B xoHTponMpany KIMHIYHN U3MUTBAHUA (C IPOIBIDKUTETHOCT 4-8 cenmuiin) 52% OT manueHTure,
JeKyBaHHu ¢ iperadanuH 1 38% oT manueHTHTE Ha 1arebo ca umanu noxe 50% mogodpenue B
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o0must pesynrar mo HAM-A oT U3X0HOTO HHMBO JI0 KpaiiHaTa TOYKa.

B xoHTponmpanu MpoydBaHus, MO-TOJIIMA YacT OT MAallMEHTHTE, JIEKYBaHH C IIperadaiuH, ca
CHOOIIMIIH 33 3aMBIIICHO 3pEHHE, B CPaBHEHUE MAIMEHTHTE, JIEKYBaHU C TUTane00, KOETO € OT3BYYaIo
B [TOBEYETO CITyYaH MPH MPOABIDKUATEIHO MPUIIaTaHe.

[IpoBenenu ca ohTanMoIOruyHN U3caeABaHNA (BKIIOYUTEITHO U3CIIEBaHE Ha 3pUTETHA OCTPOTA,
CTaHAAPTHO M3CJIeBaHE Ha 3PUTEIHOTO I0JIE U Pa3lIMpeH (PyHJOCKOIICKU TpeTie ) MpU IoBeYe OT

3 600 nanMeHTH B paMKUTE Ha KOHTPOJUPAHU KIMHUYHYU Ipoy4uBanus. [Ipu Te3u nainueHTu
3pHUTEIHATa OCTPOTA € HaMaseHa Ipu 6,5% OT mauueHTuTe, JeKyBaHHu ¢ nperadanud u npu 4,8% ot
MAIUeHTHTE, JIEKyBaHH ¢ Tuiane6o. [[poMeHn B 3puTenHoTO mose ca ycranoBeHu mpu 12,4% ot

ne Hute c nperabanud u 11,7% oT nexyBaHuTe C miane6o nanueHTH. OyHI0CKONICKH MPOMEHH ca
Ha aBanu 1ipu 1,7% ot nexyBanute ¢ nperadanud u 2,1% ot JeKyBaHUTE C MIae00 MalrueHTy.

5.2 (I)%aKOKHHeTI/I‘lHM CBOMCTBA

CTauuoHapHuT MAKOKMHETHYHH TOKA3aTeNH Ha MPEraGalvH ca CXOIHHU TIPHU 3paBH J0OPOBOIILIH,
TNALMEHTH C EMMISIIEHS, OTyYaBalli aHTHENMIENTHYHY JIEKAPCTBa, M NIALMEHTH C XPOHHYHA 0OJIKa.
AGcopbums ?O

(0)

[Iperabanun ce a6c0p6npa§$o MIPU TPUIIOKEHUE Ha TIIQJHO C TUKOBY IUTa3MEHU KOHIIEHTPAIIHH,
HACTBIIBAIIY B PAMKHUTE Ha ej:[mffﬁ}c KaKTO CIie]] eITHOKPATHO TaKa U clieJ] MHOTOKPATHO IIpUJIaraHe.
[lepopanmHaTa GMOHATMYHOCT HA TP alIiH ce o4akBa 1a € >90 % u e He3aBucuMa OT mo3ata. Cuen
MHOTOKpATHO TpujiaraHe CTaHI/IOHapHO&CTOHHI/Ie ce Jjoctura B paMmkute Ha 24 1o 48 yaca.
Ckopoctra Ha abcopO1vst Ha iperabanu ajsiBa U MPUEM C XpaHa, KOETO BOAU JI0 TIOHUKEHUE
Ha Cax ¢ 0K0JI0 25-30% 1 3a0aBsHE HA tmax pubmmsutenHo 2,5 yaca. [IpuembT Ha nperadanuH ¢
XpaHa, 006ade, HIMa KIHMHUIHO 3HAYUM e(EeKT B@ y CTETICHTa Ha abCopOITis Ha TperabavH.

Pasupenenenue ’Q&O

[IpenkmuHUYHN TPOYYBaHUS TOKA3BAT, Y€ MperadaiuH np@ HaBa Mpe3 KPbBHO-MO3bYHATA Oapuepa
Ha MUIIIKH, TUTHXO0BE U MaiimyHH. Jloka3aHo e, ue mperadat IPESMIHABA NPE3 IUIALECHTATA P
IUTHXOBE U CE OTKPHBA B MIIIKOTO Ha TUIHXOBE, B MEPUO]T HA na«%m. ITpu xopa NPUBHIHUAT 0OEM
Ha pas3mpeneicHue Ha mperadajuH ciiel] IEPOPaTHO TPUII0KESHUE @6HI/ISHT6HHO 0,56 1/kg.
[Iperabanun He ce CBBP3Ba C IIA3MEHUTE OCNITHIIH.

&,
buorpanchopMmarus é@

MeTaboiu3MBbT Ha MperadauH MpH Xopa € MpeHeOpeuMo Marbk. Ciaen npuemM @/:[0321
PaZMON30TOITHO MapKHUpaH Mperadaiud mpuoIu3uTeHo 98% OT paInoaKTUBHOCTT; aHOBCHA B
ypHuHAaTa, € OMII0 HempoMeHeH nperadanvH. N-MeTHINpaHusT AIepruBaT Ha IperadaiiH; gCHoBHUAT
MeTabOoJIUT Ha MperabaiuH, OTKPUT B YpHHATA, cheTaBisiBa 0,9% ot no3ara. B npenkivuH

MPOyYBaHUs HE ca YCTAHOBEHU JAaHHU 3a palleMHU3alus Ha S-eHaHTHOMepa Ha MperadaiuH (HpLoBus
R-enanTuomep. 5;

Enuvunupane

IIperabanun ce eMTUMUHUpPA OT CUCTEMHOTO KPHBOOOpAIIEHHE TJIABHO Upe3 OhOpedHa eKCKpeIus B
HernpoMeHeH Bujl. CpeJHHUST eMMMUHAIIMOHEH TTOTYKUBOT Ha mperadaiuH ¢ 6,3 daca. [InasmeHusT u
OBOPEUYHMSIT KIMPBHHC HA TTperabaliH ca MpaBONPOIIOPIIHOHATHN Ha KPEAaTHHUHOBHSI KIIMPBHC (BXK.
Touka 5.2 brOpeuHa yBpexmaane).

[pu nanueHTH ¢ HamaneHa ObOpeyHa GYHKIIMS UITU HA XEMOJMAaIn3a € Heo0X0AUMO alanTHPaHe Ha
mo3ata (BX. Touka 4.2, Tabmmma 1).

JInHeHOCT/HEMMHENHOCT
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DapMaKOKMHETUYHUTE MTOKa3aTeNn Ha MperadaiiH ca JMHEHHHN B PAMKUTE Ha MPEOPbUUTETHUS
JTHEBEH J1030B AHana3oH. BapuaOuimHocTTa Ha (hapMaKOKHMHETHKATa HA TIPEra0daIiH MEXILY
yuacTHUIUTE € MaJika (< 20%). @apMakoKMHETHKATa IPU MHOTOKPATHO MpHJIaraHe Moxe aa 0bJe
IpeaBUIeHa OT JaHHUTE PH eAUHUYHA 03a. Cle0BaTeIHO, HE € HE0OX0JUMO PYTHHHO
MOHUTOPHpPAHE Ha IUIA3MEHUTE KOHIIEHTPALMK Ha NperadainH.

Ilon

Knunnaaure IIpOoy4YBaHUs IMOKa3BaT, Y€ MOJBT HE OKa3Ba KJIMHUYHO 3HAYUMO BJIHUAHUC BBPXY
MJIa3SMCHUTEC KOHICHTPAIlUNU Ha npera6anMH.

B%‘IHO YBpEXKJIaHE

Kmups a TperalaiyH € MPaBONPOIIOPINOHATICH Ha KpeaTHHUHOBHS KIUpBHHC. OCBEH TOBa
mperad OTCTpaHsBa ePEKTUBHO OT IUTa3MaTa Ype3 XeMoauaan3a (cires 4-9acoBo
XEMOJHaJIn3H UCHHUC IJIa3BMCHUTC KOHICHTPAIIUX Ha HperaGaJmH CC€ ITIOHM>KaBaT C HpI/I6J'II/I3I/ITeHHO
50%). Twit KaT(% E€YHOTO SIIMMUHUPAHE € [JIABHUAT BT Ha CTUMUHUPAHE, TIPU NAIUESHTH C
HapyIieHa 6L6petuf§ﬂ) HKIIAA € He00X0IMMO HaMaJsIBaHE Ha J103aTa, a CIIe] XeMOJHalin3a €
HE00X0ANM nonmmn’% npueM (Bx. Touka 4.2 Tabnuna 1).

(0)

YepHOoAPOOHO YBpEXKIAHE ’?}

He ca npoBexanu cnenuaiHu (1) KOKUHETHYHHU [IPOYyYBaHU [IPU MTALIUECHTHU C HAapyIlIeHa
4yepHOApoOHa (yHKIUA. Thil KaTO T %(6&11/1}1 HE MPEThPIIsiBA 3HAYMM METa00IU3bM H CE EKCKPETHPA
MIPEANMHO B HEITPOMEHEH BUJI B YPHHAT yIIIeHaTa YepHOAPOOHA QYHKITHSA He O TpsAOBaIo Aa
IMPOMCHS 3HAYMMO IIJIA3SMCHUTE KOHHCHTp Ha HpeI‘a6aJII/IH

aQ

®dapMaKkOKMHETHKATa Ha TperadairH € oleHeHa HpH%IanH‘IHH MMALMEHTH C ETUIIETICHS
(BB3pacroBu rpynu: 1 mo 23 mecena, 2 1o 6 ronuHy, 7 J:[O,O roauau 1 12 1o 16 roguHn) Ipy 1030BU
HuBa 2,5; 5; 10 m 15 mg/kg/nen B u3nurBane 3a papMakoKu dlp(a Y IOHOCHMOCT.

HeI[I/IaTDI/I‘IHa IIOoIyJIarust

Cren nepopaltHoO MPUIIOKEHUE Ha NperabaluH MpH NeIuaTpUIHH
JOCTUTaHE Ha MAaKCUMAJIHHM IJIa3MEHH KOHIIEHTPAIMH 0 MPHHIINII €
LsIaTa Bb3pacToBa rpymna 1 Hactenaa 0,5 gaca 1o 2 yaca ciep nmpuema

CHTU Ha I IaIHO, BPEMECTO 34
HO IIpH YYaCTHULUTEC B

BcsKa enHa oT Bb3pactoBute rpynu. AUC e ¢ 30% mo-manka npu neaiuaTpuaIHITeAalieHTH C
TenecHo Terio moa 30 kg mopaau mo-BUCOKHS, KOPUTHPAH 32 TEIECHO TEIIIO Kﬂnpb‘ljég 43% mnipu
TE3U MAIMEHTH B CPAaBHEHUE C MAIIMEHTHTE, KOUTO UMAT TellecHO Terio >30 kg. o)

TepMUHATHUAT TOTYKUBOT Ha MperadalivH JIOCTHra CPETHO OKOJIO 3 10 4 vyaca Ipu neaua u
MAIUEHTH A0 6-TOAMIIHA BB3pacT u 4 10 6 yaca NMpu ManueHTUTe Ha U HaJl 7-TOJUIITHA Bh3pacT &

[MonynannoHHUAT (hapMaKOKHMHETUYCH aHAJIU3 TT0KAa3Ba, Y€ KPEATHHUHOBUAT KIMPHHC € 3HAUMMAa
KOBapuaTa Ha KJIIMPBHCA Ha MperabaiuH ciell NepopaTHo NPUIokKeHHe, TEIECHOTO TETJIo € 3HAaYNMa
KOBapuaTa Ha MPUBUAHUS 00eM Ha pasmpezesieHie Ha perabainH ciie]] IepOPaTHO MPHIOKEHNE ’
TE3W 3aBUCUMOCTH Ca CXOJHU IPH MEeIUATPUIHNA U BE3PACTHHU TAI[UCHTH.

ITapamerpure Cnax 1 AUC 3a nperadanuH HapacTBaT JUHEHHO ¢ l'IOBI/IIJJaBaH@H%BaTa B PaMKHTE Ha

dapMakoOKMHETHKATA Ha MperadaivH NPy NalMeHTH 110 3-MeCceYHa Bh3pacT HE € Mpoy4ueHa (BixK.
touku 4.2, 4.8 u 5.1).

Crapuecka Bb3pacT
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CrliecTByBa TCHJICHIIMS 32 HAMAJIIBAHE Ha KJIIMPBHCA Ha MperabaanH ¢ HapacTBaHE HA Bh3pacTTa.
ToBa HamalieHHe Ha TIEPOPATTHUSI KITMPHHC HA Mperabaliid ChOTBETCTBA HA MOHWKCHUETO HA KITUPBHCA
Ha KpeaTHHUHA, CBhP3aHO C HAMIPEIBaHe Ha Bh3pacTTa. [Ipu maiueHTH ¢ Bh3pacToBO 00YCIOBEHO
HapyIlieHue Ha ObOpeuHaTa PyHKIUS MOXKeE Jla Ce HAIOKH HaMaJIIBaHEe Ha Jl03aTa Ha MperadaivH (BX.
tTouka 4.2 Tabmuma 1).

Kepmauku

HampagseHna e orienka Ha papmakokuHeTnkara Ha 150 mg nperabanuH, npuiaras npes 12 yaca
(maeBHa mo3a 300 mg) npu 10 xeHU B IeproAa Ha KbpMeHe Hal-Maliko 12 CeaIMUITH ClIeT PakKIaHEeTo.
BimsaureTo Ha makTanusaTa BhpXY (papMaKOKMHETHKATA Ha MperadainH € OUIo Majko WIIH H3001110 €
nuresaio. [Iperabanua ce ekckpeTupa B KbpMaTa B CPETHU CTAllMOHAPHH KOHICHTPAIIVIH,

np 3UTEITHO PaBHU Ha 76% OT KOHLIEHTpaLMUTE B MailunHaTa Mia3Ma. M3uncnenara qo3a 3a

KbpM , ToeTa ¢ KbpMa (IpueMaiky, 4ye cpeJHaTa JHeBHa KOHCyMalus Ha KbpMa e 150 ml/kg/nen)
OT KEHH; emany 300 mg/aeH uiau MakcUMaHaTa qHeBHa no3a 600 mg/nen Ou Ouia chbOTBETHO
0,31 wmm 0, /kg/nen. N3uncnennre mo3u ca mpuOmm3uTenHo 7% oT obmiaTa JHEBHA J03a Ha

Maikara, Hzpasé& B mg/kg.

53 Hpenknnﬂné:”a}mn 3a 0e30macHoOCT

B xoHBeHIIMOHATHU @aﬁ%omq}m MpOyYBaHuUs 3a 0€30MACHOCT NPH KUBOTHH Iperadalvy e
MOKa3aj 100pa MOHOCUMOCT 1, ChOTBETCTBAILM HAa KJIMHUYHO NpuiIaranuTe. B npoyuBanus 3a
TOKCHYHOCT C MHOTOKDATHO MPHgFare, NPOBENEHH TPH MIbXO0BE 1 MaliMyHH, ca OuIM HaOmrolaBaH!
edpextn Bbpxy LUHC, BrImtOUNTENHO @HO&KTI/IBHOCT, XHUIePaKTUBHOCT U aTakcus. Cren
MIPOJBIKUTEIHA EKCITO3UIMS Ha IPEraPdivH, CbOTBETCTBAIA HAa €KCITO3UIMS > 5 MBTH MO-TOsIMa OT
CpemHaTa eKCHO3ULMS [IPH X0pa MpH Mg% aJIHaTa NpenopbhUMTENIHA KIMHUYHA 1033, c€ HaOI0aaBa
MOBHIICHA YECTOTA Ha aTpodus Ha peTUHA @Mqafmo Ha0JIfo1aBaHa MpU CTapy IUTbXOBE aJIOMHOCH.

[IperabanuH He € TepaTOreHEH MPU MUIIKH, TUTH vv 3aiiny. deranHa TOKCHYHOCT TIPH TIHXOBE
Y 3alIIA € HACTBIIMIIA CaMO TIPH SKCTIO3UIINH, HaIB aIy 3HAYUTEITHO Ta3u Ipu xopa. B
MPEHATATHN/TIOCTHATAIHY IPOYYBaHUS 32 TOKCUYHOCT {peradaind e J0Be 10 MOsiBa Ha TOKCHYHHU
e(eKTH BhpPXY Pa3BUTHETO HA TIOKOJIEHUETO MPH ILTHXOB €KCITO3UIIMH > 2 IIbTH II0-TOJIEMHU OT
MaKCHMAaJTHaTa MPeTophuBaHa €KCIO3UITUS TIPH X0pa. §:,?O

HabnronaBanu ca Hexxenanu epekTd BEpXy (HepTUIUTETa IPH Mb JKEHCKH IIIBXOBE CaMo NMpHU
eKCTIO3ULMH HaIXBBPIIMIN OCTAThYHO TepaleBTUUHATA eKco3uLusY Hgxenanure eektu BbpXy
MBKKUTE PEIPOAYKTUBHU OPraHU U apaMeTpUTe Ha crepmara ca onnu<O@paTiMy U ca HaCTBIIIIN
caMo IIPH EKCIO3UINH, HAAXBBPIWIN TOCTATHhYHO TeparieBTUYHATA €KCII03 WM ca OuiH
CBBP3AHH ChC CMIOHTAHHH JIETCHEPATHBHH MPOLIECH B MBKKHTE PENPOAYKTHBHK OPTani Ha TUIbXa.
Ilopanu ToBa ce cunta, ye eheKTUTE UMaT MajKa WIK HIMAT KIMHUYHA 3HAYUMO

[IperabanuH He € TEHOTOKCHYEH Bb3 OCHOBA HA PE3YJITATU OT CEPHA OT in Vitro W in vz%)quBaHm.

[pu murbXoBe U MUIIKH ca OWITH MPOBEICHH IBYTOJHIITHHA NPOYYBaHUS C TIperabaivH 3a 'O@
KaHIeporeHHocT. [Ipu urbxoBe He ca HaOMI0AaBaHU TYMOPH Clie]l eKCIIO3UIHU 10 24 TbTH no—%MH
OT CpeHaTa eKCITO3UIIHS P X0pa, MPH MaKCHMaHaTa pernopbhuBaHa KIMHIYHA 1032 600 mg/mneH.
[Ipu Myt He e Onya HaOMoJaBaHa MOBUIIIEHA Y€CTOTa Ha TYMOPHTE IIPH €KCITO3UITNH, TIOJJOOHHU Ha
CpeAHaTa eKCIO3HIIUS IIPH X0pa, HO MPH TO-BHUCOKH €KCITO3HIIMH € Oria HaOro1aBaHa TIOBUIIIEHA
YecTOTa Ha XeMaHTHOCapKoM. HereHOTOKCHYHUAT MeXaHU3bM Ha HHIYIIHPAHOTO OT MperadaiH
o0Opa3yBaHe Ha TyMOPH IIPH MHUIIKH BKJIIOYBA TPOMEHHU B TPOMOOLIMTUTE U Tposndepanus Ha
€HIOTEeNTHH KJIeTKU. TakuBa TpOMOOLIMTHY MPOMEHH HE ca OMJIM YCTaHOBEHH INPH IIIHXOBE UIIH MIPH
XO0pa Bb3 OCHOBA Ha KPAaTKOCPOUHHU U OTPAHUYEHU ABJITOCPOUHU KIMHUYHY NaHHU. Jlumcsat
JI0KAa3aTeJICTBa, MPEeNoiaralii pUCK MpH X0pa.

[Ipu Mnaau IIEX0BE BUIOBETE TOKCUYHOCT HE CE Pa3inyaBaT KaueCTBEHO OT Te3U, HAOII0/JaBaHU MIPU
3penu TUIbXoBe. MIlaiuTe TIbXoBe, 00ade, ca Mo-4yBCTBUTENHU. [Ipu TeparneBTHYHH eKCITO3UIUH ca
Omu yctaHoBeHW KiIMHUYHHE 1posier oT [THC kaTo XxumepakTHBHOCT M CKBPIIaHe ChC 360U M U3BECTHU

17



MIPOMEHHU B pacTexa (IIPexoJHO MOTUCKAHE Ha HAJIaBaHETO Ha Terio). EQexTH BbpXy ecTpamHus
LIUKBJI ca OMITM HaOJF0IaBaHU TIPU €KCIIO3MIINS, Ha/IBUIIIaBAIa 5 THTH Ta3u MpH Xopa. Pexyrmpan
OTTOBOP KBbM BHE3AIEH 3BYKOB CTUMYJI € HAOJII01aBaH MpU MJIAJIH ITHX0BE 1-2 ceMuIm cie
€KCIIO3UIIMS TIPHU > 2 MBTHU MO-TOJIIMA OT TepaneBTUYHATa eKCIO3UIUs Ipu xopa. JleBeT cenMunu
CJIe]] eKCTIO3UIINS TO3U e(eKT He ce HabIoaaBa.

6. DOAPMAIEBTUYHU JAHHU

6.1 CHoucbk Ha IOMOLIHHUTE BelIeCTBAa

K?}]&VJ‘IHO CBABPKUMO

Xun UITPOIMIILENYJI032
apesu uuiecTe
Tank

O

CnbcraB Ha Kancyfara

Kenesen okcup, )K’I)Jﬂ%72)
TuranoB nuoxcun (E1 O
Eputpozun (E127) ’?}
Kenatun zf»

Hatpues naypuincyndar >

Hpe‘lI/ICTeHa BOJa O&
Q

IleyaTHO MacTUIIO: G

P
[Mennax Oé
Keneszen oxcun, uepen (E172) ’Q&
[Iponunenrnuxon O
AMOHSIK, KOHIIEHTPUPaH Pa3TBOP 0

Kanues xuapoxeun Q&P
IIpeuncrena Boja

Q
6.2 HecbBMecTHMOCTH @G
Henpunoxumo &é
(Y

6.3 Cpok Ha roaHoCT @(9

3 roauHu '}OO

6.4 CrnenuajHu ycJ0BHSI HA CbXpaHeHUe /OG
brucmep: Jla ce cpxpaHsaBa B OpUTHHAIHATA ONIAKOBKA 32 Jla Ce Mpea3y OT Bliara. Q

Lymunxa: CpxpansBaiite OyTuikara 100pe 3aTBOpEHa 3a Ja ce Ipe/rasu oT Biara.
6.5 Buau chbabp:kaHUe HA ONIAKOBKATA

IIperadamua Mylan Pharma 25 mg TBbpAM KalCyJiu

bmucrepu ot PVC/PVDC/AL, cbeabpxamu 14, 21, 56, 84 u 100 TBBpIN KaICyIIm.
[epdopupanu Onucrepu ¢ eauandnau 103u 0T PVC/PVDC/AL, chappixanm 56 x 1, 84 x 1 1 100 x 1
TBBPJIU KaTCYJIH.

IIperadamua Mylan Pharma 50 mg TBbpaM KarcyJiu
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Bbmucrepu ot PVC/PVDC/AL, cvabppxanu 14, 21, 56, 84 n 100 TBBpau Karncymu.
[Mepdopupanu Onucrepu ¢ eaquandnau 1031 oT PVC/PVDC/AL, chabpkaniu 84 x 1 u 100 x 1 TBBpAM
KaIlCyJIH.

IIperadamna Mylan Pharma 75 mg TBbpaH KalcyJiu

Bmucrepu ot PVC/PVDC/AL cvabpxkamu 14, 56 u 100 TBBpau Kancyiu.

ITepdhopupanu 6iuctepu ¢ equandan 1031 oT PVC/PVDC/AL, chappxamm 14 x 1,56 x 1 m 100 x 1
TBBPAH KaTlCYJIH.

HDPE 06yTunka, cpabpixamnia 200 TBBpAN Karcyu.

%amm Mylan Pharma 100 mg TBEpAM Kancyau

BJIHCTe PVC/PVDC/AL, ceappxamu 21, 84 u 100 TBBpAM Karicysu.
Hep(bopyfg J'II/ICTepI/I ¢ equananan 1034 oT PVC/PVDC/AL cpappkamu 84 x 1 1 100 x 1 TBBpaH
KarcyJiu.

IIperadanuu lear&}rma 150 mg TBBpAN KaIICyIn

buncrepu ot PVC/PV]fQ@ cpabpxkamu 14, 56 u 100 TBBpAU Kancynu.

[lepdpopupanu Ommcrepu ¢ ﬂI‘IHI/I nmo3u ot PVC/PVDC/AL, ceappxamu 14 x 1,56 x 1 m 100 x 1
TBBPAM KaICYIIH.

HDPE 6ytunka, ceappxaria 200 g‘ 3111/1 KarcyJiu.

IIperabanna Mylan Pharma 200 mg TB{)@ KaIcyiau

Bmucrepu ot PVC/PVDC/AL, chabpxany 2 u 100 TBBpAM Karncynu.
[lepdopupanu OaucTepu ¢ eAMHUYHA JO3H OT PVDC/Al, ceappxamu 84 x 1w 100 x 1 TBBpIaHM

KarcyJiu. ’Q&O

IIperadanug Mylan Pharma 225 mg TBepIM KancyJiu 0

Bmucrepu or PVC/PVDC/AL cvabpxkamu 14, 56 u 100 TBBp%HCy.HI/I.
[epdopupanu onucrepu ¢ equanyan go3u ot PVC/PVDC/AL, ¢ skar 56 x 1 u 100 x 1 tBBpaUN
KarcyJiy.

IIperadamaua Mylan Pharma 300 mg TBbpAM KalcyJiu ’s'é

bmacrepu ot PVC/PVDC/AL, cbpabpxanu 14, 56 u 100 TBBpaAM Karcyim. ?

[epdopupanu 6nucrepu ¢ enuanunau ao03u ot PVC/PVDC/AL, chabpxkaniu 56 x },00 x 1 TBBpAU
KarcyJiu.

HDPE 0Oytmika, ceapprkaria 200 TBEpAH KamcCyiu. O%

He Bcuuky BHIOBE OIIAaKOBKH MOTaT Ja 6’L,ElaT MMyCHATH Ha mma3sapa. GO

6.6 CrnenuajaHu nMpeana3Hu MepKH NPH U3XBbPJIsHE U padoTa

Hsama CriciyaJIHu U3NCKBAHUS 3a U3XBBPJIAHC.

7. INPUTEATEJI HA PASPEHIEHUETO 3A YHHOTPEBA

Mylan S.A.S

117 Allée des Parcs
69800 Saint-Priest
®paHuys
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8. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

IIperadamug Mylan Pharma 25 mg TBepAU KaIlCyiIn

EU/1/15/998/001
EU/1/15/998/002
EU/1/15/998/003
EU/1/15/998/004
EU/1/15/998/005

EU/A15/998/006
E 5/998/007
EU/1 §98/008

HperaGaHH}(%(lan Pharma 50 mg TBEpaIM Kancyiu

EU/1/15/998/0098)

EU/1/15/998/010
EU/1/15/998/011
EU/1/15/998/012
EU/1/15/998/013
EU/1/15/998/014
EU/1/15/998/015

IIperadamug Mylan Pharma 75 mg 186 z@&ancynn

EU/1/15/998/016
EU/1/15/998/017
EU/1/15/998/018
EU/1/15/998/019
EU/1/15/998/020
EU/1/15/998/021
EU/1/15/998/022

<
%

Z
Qg,o

IIperadanug Mylan Pharma 100 mg TBepaIM KancyJu

EU/1/15/998/023
EU/1/15/998/024
EU/1/15/998/025
EU/1/15/998/026
EU/1/15/998/027

IIperabanna Mylan Pharma 150 mg TBbpAM Karcyiu

EU/1/15/998/028
EU/1/15/998/029
EU/1/15/998/030
EU/1/15/998/031
EU/1/15/998/032
EU/1/15/998/033
EU/1/15/998/034

IIperabanna Mylan Pharma 200 mg TBbpAHM KaICyJIn

EU/1/15/998/035
EU/1/15/998/036
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EU/1/15/998/037
EU/1/15/998/038
EU/1/15/998/039

IIperabamua Mylan Pharma 225 mg TBBpAM KaIlCyJIu

EU/1/15/998/040
EU/1/15/998/041
EU/1/15/998/042
EU/1/15/998/043
EU/1/15/998/044

H%amm Mylan Pharma 300 mg TBEpaM KancyJin

EU/1/1§§§§/045
EU/1/15/99€0
EU/1/15/998/049)
EU/1/15/998/048®
EU/1/15/998/049 /5
EU/1/15/998/050 479

(0)

9. JATA HA ITBPBO P@UABAHE/HOI[HOBHBAHE HA PA3PEHIEHHUETO 3A
YIIOTPEBA o

[ata Ha mbpBO pa3zpeniaBaHe: 25 10HU 2 é

JlaTa Ha rmocjaeHO OTHOBSIBAaHE: (9

10. JATA HA AKTYAJIN3UPAHE HA TEI&A
(@

[MToxpo6Ha nH(OpMAIKs 3a TO3U JIEKAPCTBEH MPOAYKT € npe%aBeHa Ha yeOcaiita Ha EBporneiickaTa
areHnus 1o JiekapcTBara http:/www.ema.europa.eu/
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MNPUJIOKEHHUE I1

%COI/BBOI[I/ITEJI(I/I), OTTOBOPEH(HH) 3A
OBO)K)IABAHE HA IAPTUIN

YCJIO .]II/I OI'PAHMYEHUS 3A TOCTABKA U
YHoOTP

JIPYTH ycnomé@ W3UCKBAHUSA HA
PA3SPELIIEHUET OTPEBA

YCJIOBUA NJIN OTPAHHN ns1 3A BESOITACHA U
E®EKTUBHA YIIOTPEBA HXAEKAPCTBEHMS ITIPOAYKT

,O(%)
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A.  TIPOU3BOJIUTEJI(M), OTTOBOPEH(HH) 3A OCBOBOXJIABAHE HA TAPTUN

HMme v aapec Ha npoussoauTens(ure), OTTOBOpeH(HH) 32 0CBOOOKIaBAHE HA NAPTUAUTE

Mylan Hungary Kft
Mylan utca 1, Komarom, 2900,
YHrapus

McDermott Laboratories Limited trading as Gerard Laboratories
35/36 Baldoyle Industrial Estate, Grange Road, Dublin 13
Hpnangus

M% V.

Diese @25, 3752 LB Bunschoten
Hunepn

IleuaTtHata auc a Ha JICKapCTBCHUA MMPOAYKT Tp$I6Ba Ja CbAbpiKa UMCTO U aJpeCa Ha
IIPOU3BOAUTEIIA, O Op€H 3a OCBO60)KI[aBaHeTO Ha CbOTBETHATA MapTruaa.

%
'OO

b. YCJI0OBHUA WA (,)%FI/I‘IEHI/I}I 3A JTJOCTABKA 1 YIIOTPEBA

JlexapCTBEHUAT IPOIYKT CE OTnyCKQ(’)sr,reKapCKo TIpEeANICAHNE.
S
B. JAPYI'N YCJIOBUSA U I/I3I/ICKBAH%A PA3SPEHIEHUETO 3A YIIOTPEFBA

. IMepuoanyHm aKTyaJU3UPAHH JOKJIATAH 32 6%:&1{0” (ITAAB)

M3uckpanmsaTa 3a nogasane Ha [TAJIb 3a To3u 1eKapcTBeH KT ca TIOCOYEHHU B CIIUCHKA C
pedepentaute natu Ha EBponetickus c¢bio3 (EURD cnuchk), ijgeiuaeH B wi. 1078, an. 7 ot
Hupextusa 2001/83/EO, 1 BB BCHUKH CIIeIBAIN aKTyalU3alHy, @6 VMKYBAaHU HA €BPOIEHCKUS

yeOmnopra 3a JieKapcTaa. @/s,

r. YCJI0OBUMA U OI'PAHUYEHUA 3A BE3OITACHA U E<I)I/IKAC@ YIIOTPEBA HA
JEKAPCTBEHUSA ITPOAYKT (9

[Ipurexarensat Ha pa3pemniernero 3a ynorpeda ([IPY) tpsbsa na u3BbpIBa H3UCKBAHUTE zfe?@ u
NIEHCTBUS, CBBP3aHU C TIPOCIIEIIBaHE HA JIEKapCTBEHATa O€30ITaCHOCT, ITOCOYCHH B OA00PECHIS é
PEHU

npezcraBeH B Moayn 1.8.2 Ha pa3pemieHrero 3a yrnorpeda, KakTo ¥ BbB BCHUKH CIIEJIBAIIN 000
akTyanu3auuu Ha ITVP.

) Ilnan 3a ynpaBaenue Ha pucka (ITYP)

Axryammsupan [1YP Tps6Ba na ce nmonasa:

. 1o uckaHe Ha EBporeiickara areHIus mo JIeKapcTBaTa;

o BHHArH, KOTaTo ce M3MEHs CHCTeMAara 3a YIpaBJIeHHEe Ha PUCKa, 0OCOOCHO B PE3yJITAaT Ha
HoJTyyaBaHe Ha HOBA MH(POPMAIIKs, KOSITO MOXE JIa JOBEJIE 10 3HAYMMH IPOMEHH B
CHOTHOLICHHUETO M0JI3a/PHCK, UITH CJIE]] JOCTHUIaHe Ha Ba)KCH eTal (BbB BPb3Ka C MPOCIIE/IsSBaAHE
Ha JIeKapCcTBeHaTa 0€30aCHOCT WM CBEXJaHEe Ha PUCKA JO MUHUMYM).
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JAHHU, KOUTO TPABBA JIA CbAbPKA BTOPUYHATA OITAKOBKA

KAPTOHEHA OITAKOBKA

1. HNME HA JIEKAPCTBEHMUSA ITPOAYKT

[perabanmun Mylan Pharma 25 mg TBbpau Kancyiu
nperadainH

| 2./) OBSIBSIBAHE HA AKTUBHOTO(MTE) BEHIECTBO(A)

Bc;ma’f%a Karicyja Chabppska 25 mg mperadajvH.

Q

AN
|3. COUCBHRAIA HOMOUIHUTE BEIECTBA

2

| 4. JEKAPCTBEHA ®OBPMA U KOJIMYECTBO B EJJHA OAKOBKA

Tebpaa kancymna o

14 TBBpAM KaTICyJIN

21 TBBpOY KaNCYyIH G@

56 TBBpAU KaICyIu O

84 TBBpAU KalCyau é

100 TBBpaM KanCyiu ’st,

56 x 1 TBBpIA Karcyia (@)

84 x 1 1BBpIA Kancynaa /OQ
L)

100 x 1 TBBpAA Kamcyna

P

5. HAYUH HA TPUJIOKEHUE U ITBbT(UIIA) HA B%BEM)HE

Q
[lepopanHo npunoxxeHue (9 ‘}
2

[penu ynorpeba nmpovereTe JIUCTOBKATA.

>N

6. CHELOUAJIHO NPEAYHPEXJIEHUE, YE JEKAPCTBEHUAT HPOI[YKT’,@HBBA

JA CE CBbXPAHSBA HA MSICTO JAJIEYE OT IOTJVIEJA U TOCET'A HA
o

I[a C€ CbXpaHsBa Ha MACTO, HEAOCTBIIHO 3a JCIa.

‘ 7. APYI'U CHEHUAJIHU NPEAYHPEXJIEHUS, AKO E HEOBXOJIUMO
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‘ 8. JATA HA U3TUYAHE HA CPOKA HA I'OAHOCT

T'onen no:

‘ 9. CIIEHUAJIHU YCJIOBUSA HA CbXPAHEHUE

I[a CC CbXpaHsBa B OpUTMHAJIHATA OIIAKOBKaA 3a Jia C€ Npe€aAra3u OT BJjara.

10. CNEUUAJHY NPEANA3HU MEPKH ITPH U3XBBPJISIHE HA HEM3IOJI3BAHA
YACT OT JEKAPCTBEHUTE MPOJAYKTHU WU OTHABYHU MATEPUAJIH OT
CISIX, AKO CE M3BUCKBAT TAKMBA

,,%A

11. I/IMEWPEC HA TPUTEXATEJISA HA PASPEIIEHUETO 3A YIIOTPEBA
NI,

Mylan S.A.S ’5’
117 Allée des Parcs ?O

69800 Saint-Priest

(@)
Dpanuus ’Q
.}4}

VoY
12. HOMEP(A) HA PA3PEIHE‘H%TO 3A YIIOTPEBA

EU/1/15/998/001 >
EU/1/15/998/002 0
EU/1/15/998/003 %
EU/1/15/998/004 ’Q«s,
EU/1/15/998/005 (0,
EU/1/15/998/006 'O&
EU/1/15/998/007 &)
EU/1/15/998/008 /o)

13. NAPTUJIEH HOMEP

ITaptunen Ne @Q

| 14. HAYMH HA OTIYCKAHE O,

‘ 15. YKA3AHUJ 3A YIIOTPEBA

| 16. MH®OPMAIIUS HA BPAILJIOBA A3BYKA

IIperabamua Mylan Pharma 25 mg
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| 17.

YHUKAJIEH HIEHTU®UKATOP — JIBYU3MEPEH BAPKO/|

JByn3mepeH 0apKoz ¢ BKIIIOYEH YHUKAJICH HACHTU(PHUKATOP

| 18.

YHUKAJIEH HIEHTU®UKATOP — JAHHMU 3A YETEHE OT XOPA
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MHUHHMMYM JAHHU, KOUTO TPABBA A CbABPXAT BJIMCTEPUTE U JIEHTUTE

BJIMCTEP

| 1. HNME HA JIEKAPCTBEHUS NPOAYKT

I1 b6ayma Mylan Pharma 25 mg TBbpau Karcyim

np éam/m
%
2
2. HMEMWA NPUTEKATEJISI HA PASPEIIEHUETO 3A YIIOTPEBA
L4
Mylan S.A.S ®'$'
2
3. JATA HA U3TUWAHE HA CPOKA HA TOJHOCT
YL
Tomen no: 'f’}s
Q
A
| 4. TOAPTHJEH HOMEP S)N
Q
ITaptugen Ne Oé
5. JPYIO O O
()
%
%,
s
éee
()
L
2
Ox
fo)
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JAHHH, KOUTO TPABBA JIA CbIbPKA BTOPUYHATA OITIAKOBKA

KAPTOHEHA OITAKOBKA

‘ 1. NME HA JIEKAPCTBEHMUSA ITPOAYKT

[perabamun Mylan Pharma 50 mg TBBpau Kancynu
nperadainH

N

Vi

| 2. OBSABSIBAHE HA AKTUBHOTO(UTE) BEILECTBO(A)

Vo)
Bcesika TB%p)Q,%lcyna cbpabpxka 50 mg nperadanyH.
&
|3. CIMCBK HAMPOMOIIHHUTE BEIIECTBA
7,
2
AN
‘ 4. JIEKAPCTBEHA (DOPMKKOJIH‘IECTBO B EJHA OITAKOBKA
—

Tebpaa kancymna 6’@ G

14 TBBpAM Kancynu (90

21 TBBpAU KaNCyIH é

56 TBBpAU KAICyIH %

84 TBBpAM KarcyIu O

100 TBBpAM KamcyIu /O

84 x 1 TBBpAA Kancyna Qd)

100 x 1 TBBpAA Kamcyna /O

2
-

5. HAYUH HA IPUJIOKEHUE U MbT(UILA) HA BLBE)KI(&%@
Q

[Ipenn ynotpeba mpoverere TMCTOBKATA. d)@
ITepopanHo npuoxeHue. '}O
Ox
fo)

6. CIIEIMAJIHO INTPEAYHPEXJIEHUE, YE JEKAPCTBEHUAT HPOI[YKTv'lY A
JA CE CbXPAHSBA HA MSICTO JAJIEYE OT HOTJIEJA U TOCET'A HA 1

I[a CC CbXpPaHsBa Ha MACTO, HCAOCTBHIIHO 34 ACIA.

‘ 7. APYI'U CHEHUAJIHU NPEAYHPEXJIEHUS, AKO E HEOBXOJINUMO
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‘ 8. JATA HA U3TUYAHE HA CPOKA HA I'OAHOCT

T'onen no:

‘ 9. CIIEHUAJIHU YCJIOBUSA HA CbXPAHEHUE

I[a CC CbXpaHsBa B OpUTMHAJIHATA OIIAKOBKaA 3a Jia C€ Npe€aAra3u OT BJjara.

10. CNEUUAJHY NPEANA3HU MEPKH ITPH U3XBBPJISIHE HA HEM3IOJI3BAHA
YACT OT JEKAPCTBEHUTE MPOJAYKTHU WU OTHABYHU MATEPUAJIH OT
CISIX, AKO CE M3BUCKBAT TAKMBA

i(
Ve
O
AN
| 11.  MME M AAPEC HA IPUTEJKATEJISI HA PABPELIEHMETO 3A YIIOTPEBA
5
Mylan S.A.S 0

117 Allée des Parcs

(@)
69800 Saint-Priest f?}
2P

Opannus
Q

£
12.  HOMEP(A) HA PA3PEIIEHITETO 3A YIIOTPEBA

S
EU/1/15/998/009 P
EU/1/15/998/010 %
EU/1/15/998/011 ’9/3,
EU/1/15/998/012 (0,
EU/1/15/998/013 o)
EU/1/15/998/014 @@
EU/1/15/998/015 /o)

13. NAPTHIEH HOMEP ’)2,

ITaptugen Ne @(9

‘ 14. HAYMH HA OTIIYCKAHE

‘ 15. YKA3AHWUJ 3A YIIOTPEBA

‘ 16. WH®OPMAIIAA HA BPAJIOBA A3BBYKA

[perabanmun Mylan Pharma 50 mg

‘ 17. YHUKAJIEH UWIEHTUOUKATOP — IBYU3MEPEH BAPKO/I
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JByn3mepeH 0apKoJ ¢ BKIIOYEH YHUKAJICH HACHTU(PHUKATOP

| 18.

YHUKAJIEH HIEHTU®UKATOP — JAHHMU 3A YETEHE OT XOPA
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MHUHHMMYM JAHHU, KOUTO TPABBA A CbABPXAT BJIMCTEPUTE U JIEHTUTE

BJIMCTEP

| 1. HUME HA JIEKAPCTBEHUS NPOAYKT

[Iperadamun Mylan Pharma 50 mg TBBpau Karcyiu
nperabainH

/D

| f./& NME HA ITPUTEXATEJIS HA PASPEHIEHUETO 3A YIIOTPEBA

4
Mylan S%O

2N

3. JIATA HAM3THYAHE HA CPOKA HA I'OJJHOCT
4

Tonen no: ?OO
=

£

| 4. TAPTHJEH HOMEP'!

ITaptugen Ne /sl
Q

5. JPYrO Y/
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JAHHU, KOUTO TPABBA A CbABbPKA BTOPUYHATA OITAKOBKA

KAPTOHEHA OITAKOBKA 3A BJIMCTEP U BYTHUJIKA

1. NME HA JIEKAPCTBEHMUSA ITPOAYKT

IIperabanua Mylan Pharma 75 mg TBspau Karncyiau
nperadainH

| 2. “COBSIBSIBAHE HA AKTUBHOTO(MTE) BEHIECTBO(A)
.

Bceska TB&%Kancyna ChIABpXKA 75 mg mperabaivH.

O

3.  CIHUCHK H¥% NOMOIHUTE BEUIECTBA

7
'OO
Vi

| 4. JIEKAPCTBEHA ®OPMA M KOJIMYECTBO B EJJHA OITAKOBKA
7

TBbpaa kancymna ’S,
Q

14 TBBpAM Karcynu G@

56 TBBPAM KarcyJm O

100 TBBpAM KamCyIn é

200 TBBpAM Kalncyau ’st,
14 x 1 TBBpAa Kamncyna (@)

56 x 1 TBBpAA Kamcyna /OQ
L)

100 x 1 TBBpAA Karmcyna

5. HAYUH HA TPUJIOKEHUE U ITBbT(UIIA) HA BLBE@HE

[Ipenu ynorpeba mpoverere IMCTOBKATA.

D
IlepopanHo npuoxeHue (9 ‘}
2

>N

6. CIHEHUAJIHO NPEAYHPEXJIEHUE, YE JEKAPCTBEHUAT HPOI[YK'I’,’@}IBBA

JA CE CBXPAHSIBA HA MSICTO JAJIEYE OT IIOI'VIEJA U JOCEI'A HA
o

[a ce cpxpaHsiBa Ha MACTO, HEJOCTHITHO 34 JICTIA.

‘ 7. APYI' CHEIMAJIHU ITPEAYIIPEXKJIEHUSA, AKO E HEOBXOJUMO
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‘ 8. JATA HA U3TUYAHE HA CPOKA HA I'OAHOCT

T'onen no:

9. CIIEHUAJIHU YCJIOBUSA HA CbXPAHEHUE

brucmep: la ce chbxpaHsBa B OpUTHHAIHATA ONIAKOBKA 32 Jla Ce Mpe/a3u OT BJiara.
bymunxa: CpxpansaBaiiTe OyTHIKaTa J00pe 3aTBOPEHA 32 Ja C€ MPEAIa3u OT Biara.

1 CIHEHUAJIHU TPEJAITA3HA MEPKU ITPU U3XBBPJISIHE HA HEU3IIOJI3BAHA
CT OT JEKAPCTBEHUTE NPOAYKTHU NJINX OTHHAABYHU MATEPUAJIA OT

$IX, AKO CE M3UCKBAT TAKHBA
o)
o

(-3

11. UMEWU Azﬁ&q HA TPUTEXATEJISA HA PASPEIIEHUETO 3A YIIOTPEBA
7/

Mylan S.A.S 0

O
117 Allée des Parcs ’?}
x

69800 Saint-Priest
®paHuus
o

&

12. HOMEP(A) HA PA3PELIEHMEF®3A YIIOTPEBA

D
EU/1/15/998/016 Z
EU/1/15/998/017 ’Q&O

EU/1/15/998/018

EU/1/15/998/022 o)

EU/1/15/998/019 Q@

EU/1/15/998/020 0®

EU/1/15/998/021 &,
o

13. TAPTHJEH HOMEP S

ITaptunen Ne (9 ‘}
2

‘ 14. HAYUH HA OTITYCKAHE

‘ 15. YKA3AHMA 3A YIIOTPEBA

‘ 16. HWH®OPMAIIMS HA BPAHJIOBA A3BBYKA

[Iperadamua Mylan Pharma 75 mg
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| 17.

YHUKAJIEH HIEHTU®UKATOP — JIBYU3MEPEH BAPKO/|

JByn3mepeH 0apKoz ¢ BKIIIOYEH YHUKAJICH HACHTU(PHUKATOP

| 18.

YHUKAJIEH HIEHTU®UKATOP — JAHHMU 3A YETEHE OT XOPA
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MUHHMMYM JAHHHU, KOUTO TPABBA JIA CbABPXAT BJIMCTEPUTE U JIEHTUTE

BJINCTEP

| 1. HNME HA JIEKAPCTBEHUS TIPOAYKT

[Iperadamun Mylan Pharma 75 mg TBbpau Karcynu
nperadanuH

| 2,/ MME HA ITIPUTEXKATEJIA HA PASPEIIEHUETO 3A YIIOTPEBA

7
Q
Myla S
rfﬁz%o
P
3. JIATA %I/BTI/I‘IAHE HA CPOKA HA IT'OJJTHOCT
T'onen no: &?O
Q,
|4. TOAPTHJEH HOM‘@‘{,F
IMaptugen Ne O
&GA
5. JPYIO ~ N
%
%,
OO
S
'OQ
@G
67
2,
G@
()
4
O
2
Q
O.
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JAHHU, KOUTO TPABBA JIA CbAbPKA I'IBPBUYHATA OITAKOBKA

ETUKET HA BYTHJIKATA

1.

HNME HA JIEKAPCTBEHMUSA ITPOAYKT

[peradanmun Mylan Pharma 75 mg TBbpau Kancyau
nperadainH

| 2./) OBSIBSIBAHE HA AKTUBHOTO(MTE) BEHIECTBO(A)

Bc;ma’f%a Karicyja Chabppika 75 mg mperadajvH.

o
A
3. CIUMCHKAIA MOMOIIHUTE BEUIECTBA |
OQ
| 4. JEKAPCTBEHA ®OBPMA U KOJIMYECTBO B EJJHA OAKOBKA |
v
T 4>
BbpJa Karcyia o

200 TBBpaM Karcyiu 6’@ G

5. HAYUH HA IPUJIOKEHME U IH)T'(Q/J;A) HA BHBEXKJIAHE

IIpenu ynorpeba mpoverere TUCTOBKATA. (@) /O

[TepopanHo mpuokeHNe Q%

<CaMo 3a MHOT'OCJIO€H €TUKET> G@

Omrnenete Tyk @&

%
6. CIHELUAJHO MPEAYNPEKJIEHUE, YE TEKAPCTBEHUSIT YKT TPSIBBA
JIA CE CbXPAHSIBA HA MSICTO JAJIEYE OT MOTJIEJA U JOEELA HA IEIIA
2
I[a C€ ChbXpaHsiBa Ha MACTO, HEAOCTBIIHO 3a JCIa. O)‘
Ca

| 7. JIPYTH CTIEIMAJIHU MPEIYTPEXJAEHUSI, AKO E HEOBXOJAMMO S |

v

| 8.

JATA HA N3TUYAHE HA CPOKA HA IT'OAHOCT

T'onen no:

9.

CIIEHUAJIHU YCJIOBUSA HA CbXPAHEHUME

C'bXpaHSIBaI\/'ITe 6yTI/IJ'IKaTa }:[06pe 3aTBOPCHA 3a Aa CC MpcAla3n OT BJiara.
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10.

CIIEIMAJIHU ITPEJAITA3ZHU MEPKU I1PU U3XBBHPJISIHE HA HEU3ITIOJI3BAHA
YACT OT JIEKAPCTBEHUTE ITPOAYKTHU WJIN OTIIAABYHU MATEPHUAJIN OT
TAX, AKO CE U3UCKBAT TAKUBA

11.

HUME U AJIPEC HA ITIPUTEXATEJISA HA PASPEHIEHUETO 3A YIIOTPEBA

Mylan S.A.S

1
69

11ée des Parcs
aint-Priest

DpaHil

O

12.

HOMEP(),HA PA3PELIEHMETO 3A YIIOTPEBA

EU/1/15/998/022 ?O

(0)

13.

MAPTUJEH HOME%

ITaptunen Ne 4 /s,
Q

S5

| 14.

HAYUH HA OTITYCKAHE N

Vi
Lg

’Q&O .

\ 15.

YKA3AHUA 3A YIIOTPEBA AQ AN

MH®OPMALIMS HA BPAIJIOBA A3BYKA Q)

YHUKAJIEH HAEHTU®UKATOP — JIBYU3MEPEH BAPKO/ v 2%
7

@
2

faN)

YHUKAJIEH HIEHTU®UKATOP — JAHHMU 3A YETEHE OT XOPA \‘vo\.\
(o
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JAHHU, KOUTO TPABBA JIA CbAbPKA BTOPUYHATA OITAKOBKA

KAPTOHEHA OITAKOBKA

‘ 1. HUME HA JIEKAPCTBEHUSA NTPOAYKT

[Iperadanmua Mylan Pharma 100 mg TBbpAu Kancynu

II AJINH
%
A
| 2. OBSIBSIBAHE HA AKTUBHOTO(MTE) BEHIECTBO(A)
s

Bcsika TBBpAa l%rna cpabpka 100 mg nperabanuH.

IR
‘ 3. CIIMCBK HA P@SOIHHI/ITE BEIHIECTBA
‘ 4. JIEKAPCTBEHA (DOPMA(Ii']gQJIH‘IECTBO B EJJHA OITAKOBKA
4 7@
Tebpaa kancymna G@
21 TBBpAU KancCyiau .%
84 TBBpAU Kancyiau 'Q,s,
100 TBBpIM Kamcyiu O
84 x 1 TBBpaA Kamcyna /O
100 x 1 TBBpAA Karmcyna Q%
@ /
5. HAYYH HA TPUWJIOKEHME U ITbT(UIIIA) HA BLBESI@QHE
2
[Ipenu ynorpeba npovereTe IUCTOBKATA. (N
K
IlepopanHo npuoxeHue ‘}

N\

6. CIELMAJIHO NPEJYIPEXKAEHUE, YE JIEKAPCTBEHUSIT IPOAYKT PBABBA
JIA CE CbXPAHSIBA HA MSICTO JAJIEYE OT MOTJIEJA M IOCETA HA J(BlA

o

[a ce cpxpaHsiBa Ha MACTO, HEJOCTHITHO 34 JICTIA.

‘ 7. APYI' CHEIMAJIHU ITPEAYIIPEXKJIEHUSA, AKO E HEOBXOJUMO
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8. JATA HA U3TUYAHE HA CPOKA HA I'OAHOCT

T'onen no:

9. CIIEHUAJIHU YCJIOBUSA HA CbXPAHEHUE

I[a CC CbXpaHsBa B OpUTMHAJIHATA OIIAKOBKaA 3a Jia C€ Npe€aAra3u OT BJjara.

10. CNEUUAJHY NPEANA3HU MEPKH ITPH U3XBBPJISIHE HA HEM3IOJI3BAHA
YACT OT JEKAPCTBEHUTE MPOJAYKTHU WU OTHABYHU MATEPUAJIH OT
CISIX, AKO CE M3BUCKBAT TAKMBA

=
/o
o,

11. HME I/I%‘EC HA NTPUTEXATEJISA HA PASPEIIEHUETO 3A YIIOTPEBA

%
Mylan S.A.S /?O

117 Allée des Parcs

(@)
69800 Saint-Priest f?}
2P

Opannus
Q

£
12.  HOMEP(A) HA PA3PEIIEHITETO 3A YIIOTPEBA

S
EU/1/15/998/023 P
EU/1/15/998/024 %
EU/1/15/998/025 ’9/3,
EU/1/15/998/026 (0,
EU/1/15/998/027 /OQ
O,

13. HNAPTUIAEH HOMEP

ITaptunen Ne &é
Q

14. HAYUH HA OTIITYCKAHE hd /.
> g

15. YKA3AHMUS 3A YIIOTPEBA Q’@
Q

16. HWH®OPMAIIMS HA BPAHJIOBA A3BBYKA

[Iperadamua Mylan Pharma 100 mg

17. YHHUKAJIEH UAEHTUOUKATOP — JIBYU3MEPEH BAPKO/I

JByn3mepeH 6apKoz ¢ BKIIIOYEH YHUKAJICH HACHTU(PHUKATOP

41




18.

YHUKAJIEH HIEHTUO®UKATOP — JAHHMU 3A YETEHE OT XOPA

42



MUHHMMYM JAHHHU, KOUTO TPABBA JIA CbABPXAT BJIMCTEPUTE U JIEHTUTE

BJINCTEP

| 1. HNME HA JIEKAPCTBEHUS TIPOAYKT

[Iperadamua Mylan Pharma 100 mg TBBpan Kancymu
nperadanuH

| 2,/ MME HA ITIPUTEXKATEJIA HA PASPEIIEHUETO 3A YIIOTPEBA

7
Q
Myla S
rfﬁz%o
P
3. JIATA %I/BTI/I‘IAHE HA CPOKA HA IT'OJJTHOCT
T'onen no: &?O
Q,
|4. TOAPTHJEH HOM‘@‘{,F
IMaptugen Ne O
&GA
5. JPYIO ~ N
%
%,
OO
S
'OQ
@G
67
2,
G@
()
4
O
2
Q
O.
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JAHHU, KOUTO TPABBA JIA CbAbPKA BTOPUYHATA OITAKOBKA

KAPTOHEHA OITAKOBKA 3A BJIMCTEP U BYTHJIKA

1. HNME HA JIEKAPCTBEHMUSA ITPOAYKT

[peradanmua Mylan Pharma 150 mg TBbpAu Kancynu
nperadainH

| 2./) OBSIBSIBAHE HA AKTUBHOTO(MTE) BEHIECTBO(A)

Bc;ma’f%a Karicysa chappika 150 mg nperaGaiiuH.

Q

AN
|3. COUCHRKAIA HOMOUIHUTE BEIECTBA

2,

| 4. JEKAPCTBEHA ®OBPMA U KOJIMYECTBO B EJJHA OAKOBKA

Tebpaa kancymna o

14 TBBpAM KaTICYJIN
56 TBBpAU KaICyIu G@

100 TBBEpAN Kancyau O

200 TBBpAM KaICyau é

14 x 1 TBBpAA Kanicyna ’le,
56 x 1 TBBpIA Karcyia (@)

100 x 1 TBBpAA Kamcya /OQ
O
0N

5.  HAYMH HA IPUJIOKEHUE U MbT(ULIA) HA BBEJKJIAHE

V,
IIpenu ynorpeda npodereTe IUCTOBKATA. /s'é

[lepopanHo npunoxxeHue GQ
L

6. CIHHEHUAJIHO NPEAYHPEXJIEHUE, YE JEKAPCTBEHUAT HPOI[Yi@ﬂ PSBBA

JA CE CBXPAHSABA HA MSICTO JAJIEYE OT IIOTJIEJA U TOCET'A A%HA

Ja ce chxpaHsBa Ha MSICTO, HEJIOCTBITHO 32 Jiela. Q

‘ 7. APYI'N CHEHUAJIHU NPEAYHPEXJIEHUS, AKO E HEOBXOJINUMO

‘ 8. JATA HA N3TUYAHE HA CPOKA HA IT'OAHOCT

T'onen no:
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9. CIIEHUAJIHU YCJIOBUSA HA CbXPAHEHUE

brucmep: Jla ce chXpaHsaBa B OpUTHHAITHATA OMAKOBKA 3a J1a CE MPEa3y OT BJiara.
bymunxa: CpxpansaBaiiTe OyTHIKaTa J00pe 3aTBOPEHA 32 Ja C€ MPEAIa3u OT Biara.

10. CIEIWAJIHU ITPEAITAZHU MEPKHU IIPU U3XBBPJISIHE HA HEU3IIOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTH UJIN OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE UBUCKBAT TAKHUBA

D

11.”"CQYME U AJIPEC HA TIPUTEXKATEJISI HA PASPEIIEHUETO 3A YIIOTPEBA
0

Mylan Sc?{%\

117 Allée de CcsS
69800 Saint-Pr1
®paHuus

%,

4
12. HOMEP(A) HA PA{@}IHEHI/IETO 3A YIIOTPEBA

%
EU/1/15/998/028 »
EU/1/15/998/029 4 4
EU/1/15/998/030 )
EU/1/15/998/034 &
EU/1/15/998/031 (9.9
EU/1/15/998/032 %

EU/1/15/998/033 'Q/s,

13. TAPTUJEH HOMEP e

[Maptunen Ne G@
Q

| 14. HAYMH HA OTIIYCKAHE )

\ 15. YKA3AHUS 3A YIIOTPEBA (O] I,

‘ 16. HWH®OPMAIIMS HA BPAHJIOBA A3BBYKA

[Iperadamua Mylan Pharma 150 mg

‘ 17. YHUKAJIEH UAEHTUO®OUKATOP — JIBYU3MEPEH BAPKO/I

JByn3mepeH 0apKoa ¢ BKIIIOYEH YHUKAJICH HICHTU(PHUKATOP

45



18.

YHUKAJIEH HIEHTU®UKATOP — JAHHMU 3A YETEHE OT XOPA

PC
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MHUHHMMYM JAHHU, KOUTO TPABBA A CbABPXAT BJIMCTEPUTE U JIEHTUTE

BJIMCTEP

| 1. HUME HA JIEKAPCTBEHUS NPOAYKT

[peradanmua Mylan Pharma 150 mg TBbpau Kancynu
nperabainH

/D

| f./& NME HA ITPUTEXATEJIS HA PASPEIIEHUETO 3A YIIOTPEBA

4
Mylan S%O

2N

3. JIATA HAM3THYAHE HA CPOKA HA I'OJJHOCT
4

Tonen no: ?OO
=

£

| 4. TAPTHJEH HOMEP'!

ITaptugen Ne /sl
Q

5. JPYrO Y/
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JAHHU, KOUTO TPABBA JIA CbAbPKA I'IBPBUYHATA OITAKOBKA

ETUKET HA BYTHJIKATA

1.

HNME HA JIEKAPCTBEHMUSA ITPOAYKT

[peradanmua Mylan Pharma 150 mg TBbpAu Kancynu
nperadainH

| 2./) OBSIBSIBAHE HA AKTUBHOTO(MTE) BEHIECTBO(A)

Bc;ma’f%a Karicysa chappika 150 mg nperaGaiiuH.

o
A
3. CIUMCBHKAIA MOMOIIHUTE BEUIECTBA |
OQ
| 4. JEKAPCTBEHA ®OBPMA U KOJIMYECTBO B EJJHA OAKOBKA |
v
T 4>
BbpJa Karcyia o

200 TBBpaM Karcyiu 6’@ G

5. HAYUH HA IPUJIOKEHME U IH)T'(Q/J;A) HA BHBEXKJIAHE

IIpenu ynorpeba mpoverere TUCTOBKATA. (@) /O

[TepopanHo mpuokeHNe Q%

<CaMo 3a MHOT'OCJIO€H €TUKET> G@

Omrnenete Tyk @&

%
6. CIHELUAJHO MPEAYNPEKJIEHUE, YE TEKAPCTBEHUSIT VKT TPSIBBA
JIA CE CbXPAHSIBA HA MSICTO JAJIEYE OT MOTJIEJA U JOEELA HA IEIIA
2
I[a C€ ChbXpaHsiBa Ha MACTO, HEAOCTBIIHO 3a JCIa. O)‘
Ca

| 7. JIPYTH CTIEIMAJIHU MPEIYTPEXJAEHUSI, AKO E HEOBXOJAMMO S |

v

| 8.

JATA HA N3TUYAHE HA CPOKA HA IT'OAHOCT

T'onen no:

9.

CIIEHUAJIHU YCJIOBUSA HA CbXPAHEHUME

C'bXpaHSIBaI\/'ITe 6yTI/IJ'IKaTa }:[06pe 3aTBOPCHA 3a Aa CC MpcAla3n OT BJiara.
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10.

CIIEIMAJIHU ITPEJAITA3ZHU MEPKU I1PU U3XBBHPJISIHE HA HEU3ITIOJI3BAHA
YACT OT JIEKAPCTBEHUTE ITPOAYKTHU WJIN OTIIAABYHU MATEPHUAJIN OT
TAX, AKO CE U3UCKBAT TAKUBA

11.

HUME U AJIPEC HA ITIPUTEXATEJISA HA PASPEHIEHUETO 3A YIIOTPEBA

Mylan S.A.S

1
69

11ée des Parcs
aint-Priest

DpaHil

O

12.

HOMEP(),HA PA3PELIEHMETO 3A YIIOTPEBA

EU/1/15/998/034 ?O

(0)

13.

MAPTUJEH HOME%

ITaptunen Ne 4 /s,
Q

S5

| 14.

HAYUH HA OTITYCKAHE N

Vi
Lg

’Q&O .

\ 15.

YKA3AHUA 3A YIIOTPEBA AQ AN

MH®OPMALIMS HA BPAIJIOBA A3BYKA Q)

YHUKAJIEH HAEHTU®UKATOP — JIBYU3MEPEH BAPKO/ v 2%
7

@
2

faN)

YHUKAJIEH HIEHTU®UKATOP — JAHHMU 3A YETEHE OT XOPA \‘vo\.\
(o

49




JAHHU, KOUTO TPABBA JIA CbAbPKA BTOPUYHATA OITAKOBKA

KAPTOHEHA OITAKOBKA

1. HNME HA JIEKAPCTBEHMUSA ITPOAYKT

[peradanmua Mylan Pharma 200 mg TBbpAM Kancynu
nperadainH

| 2./) OBSIBSIBAHE HA AKTUBHOTO(MTE) BEHIECTBO(A)

Bc;ma’f%a Karicyia cbappika 200 mg mperabaiinH.

Q

AN
|3. COUCHRKAIA HOMOUIHUTE BEIECTBA

2

| 4. JEKAPCTBEHA ®OBPMA U KOJIMYECTBO B EJJHA OAKOBKA

Tebpaa kancymna o

21 TBBpAU KaTCyIu
84 TBBpAM Kalcyau G@

100 TBBEpAN Kancyau O
84 x 1 TBBpAA Kamcyna é

100 x 1 TBBpIa Kamcyia ’st,
LN

5. HAYMH HA NPWJIOKEHUE U ITbT(MIA) HABBEXKJIAHE
7. &)

[Ipenu ynorpeba nmpoveTeTe IMCTOBKATA. G@
Q

IlepopanHo npunoxeHue ’5’6
(Y
O

6. CIHEHUAJIHO NPEAYHPEXJIEHUE, YE JEKAPCTBEHUAT MPOIYKT TPSIBBA

JA CE CbXPAHSIBA HA MSICTO JAJIEYE OT NOIJIEJA U JOCETAHA TELIA
O

ﬂa CC CbXpaHsiBa Ha MACTO, HCAOCTHIIHO 3a ACIA. 0

S
%

v

‘ 7. APYI' CHEIMAJIHU ITPEAYIIPEXKJIEHUSA, AKO E HEOBXOJUMO

‘ 8. JATA HA UI3TUYAHE HA CPOKA HA TOAHOCT

T'onen no:

9. CIIENUAJIHHU YCJIOBUSA HA CbXPAHEHUE
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I[a CC ChbXpaHsBa B OpUTMHAJIHATaA OIIAKOBKaA 3a Jia C€ Npe€aAra3u OT BJjara.

10. CIIEUAJIHU ITPEAITAZHU MEPKHU IIPU U3XBBPJISIHE HA HEU3IIOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU NN OTIIAABYHU MATEPHUAJIN OT
TAX, AKO CE U3UCKBAT TAKHUBA

‘ 11. HME U AJPEC HA IIPUTEKATEJISA HA PASPEIIEHUETO 3A YIIOTPEBA

M;?, S.A.S
117 Ali¢e des Parcs

69800 8aint-Priest

®paHun
Q
S

.
12. HOMEP(AYHA PA3PEIIEHMETO 3A YIIOTPEBA

EU/1/15/998/035 'OO

EU/1/15/998/036 /?}

EU/1/15/998/037

EU/1/15/998/038 (PN

EU/1/15/998/039 Q <,

o
13. HAPTHIEH HOMEP
Y
[Taptuaen Ne ,st,
O
..

[14. HAUMH HA OTIYCKAHE s,

| 15.  YKA3AHUSI 3A YIIOTPEBA Z,
o
%
: L
| 16. MH®OPMALIMSI HA BPAIJIOBA A3BYKA D
>
[Iperabamua Mylan Pharma 200 mg /OG

‘ 17. YHHUKAJIEH UAEHTUO®OUKATOP — JIBYU3MEPEH BAPKO/I

JByn3mepeH 0apKoz ¢ BKIIIOYEH YHUKAJICH HACHTU(PHUKATOP

‘ 18. YHUKAJIEH WAEHTUO®UKATOP — JAHHU 3A YETEHE OT XOPA

PC
SN
NN
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MUHHMMYM JAHHHU, KOUTO TPABBA JIA CbABPXAT BJIMCTEPUTE U JIEHTUTE

BJINCTEP

| 1. HNME HA JIEKAPCTBEHUS TIPOAYKT

[Iperadamua Mylan Pharma 200 mg TBbpan Karncymu
nperadanuH

| 2,/ MME HA ITIPUTEXKATEJIA HA PASPEIIEHUETO 3A YIIOTPEBA

7
Q
Myla S
rfﬁz%o
P
3. JIATA %I/BTI/I‘IAHE HA CPOKA HA IT'OJJTHOCT
T'onen no: &?O
Q,
|4. TOAPTHJEH HOM‘@‘{,F
IMaptugen Ne O
&GA
5. JPYIO ~ N
%
%,
OO
S
'OQ
@G
67
2,
G@
()
4
O
2
Q
O.
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JAHHHU, KOUTO TPABBA JIA CbABbPKA BTOPUYHATA OITAKOBKA

KAPTOHEHA OITAKOBKA

1. NME HA JIEKAPCTBEHMUSA ITPOAYKT

[Iperadamua Mylan Pharma 225 mg TBbpau kancymu
nperadainH

| 2/> OBSIBSIBAHE HA AKTUBHOTO(MTE) BEHIECTBO(A)
7,

Bcaxaf%a Karcyma chIbpka 225 mg nperadaivH.
o,

3.  CHUCHRHA HOMOUIHUTE BELECTBA

%
%

| 4. JIEKAPCTBEHA ®OBMA M KOJIMYECTBO B EJJHA OITAKOBKA

> J’/f)

TBBpaa kancyna
o

14 TBBpAM Karcynu &Q
56 TBBpAM KaICyIu G@
100 TBBpAM KamcyIu .%

56 x 1 TBBpAA Kamcyna

100 x 1 TBBpAA Kamcyna 'Q/s,

5. HAYMH HA NPWJIOKEHME U TbT(MIIA) HABHBEKIAHE

[Ipenu ynorpeba npovereTe ITMCTOBKATA. G@
Q
[TepopanHo mpunoxxeHue ’3%
(Y

P

6. CIELMAJIHO OPEIYIPEKJIEHUE, UE JEKAPCTBEHUSIT I KT TPSIBBA
JIA CE CbXPAHSIBA HA MSICTO JAJIEYE OT MOTJIEJIA U JOC A JIEIA

7,

I[a CC CbXpPaHsBa Ha MACTO, HCAOCTBHIIHO 34 ACIA. )b

6,

N 4

‘ 7. APYI'U CHEHUAJIHU NPEAYHPEXJIEHUS, AKO E HEOBXOJINUMO

‘ 8. JATA HA U3TUYAHE HA CPOKA HA I'OJJHOCT

T'onen no:

9. CIIEHUAJIHU YCJIOBUSI HA CbXPAHEHHUE

53



I[a CC ChbXpaHsBa B OpUTMHAJIHATaA OIIAKOBKaA 3a Jia C€ Npe€aAra3u OT BJjara.

10. CIIEUAJIHU ITPEAITAZHU MEPKHU IIPU U3XBBPJISIHE HA HEU3IIOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU NN OTIIAABYHU MATEPHUAJIN OT
TAX, AKO CE U3UCKBAT TAKHUBA

11. HWME U AJIPEC HA IPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Mylan S.A.S
1 11ée des Parcs

69 aint-Priest
DpaHil

O

12.  HOMEP@)HA PA3PELIEHMETO 3A YIIOTPEBA

%
EU/1/15/998/040 /),
EU/1/15/998/041 'OO
EU/1/15/998/042 /Q}
EU/1/15/998/043 73
EU/1/15/998/044 > o

%

13. TAPTHUJIEH HOMEP )

My
<
ITaptugen Ne O?Q
A,

| 14. HAYMH HA OTIIYCKAHE Yo

<
%G
&,

\ 15. YKA3AHUS 3A YIIOTPEBA A )

| 16. MH®OPMAIIUSI HA BPAILJIOBA A3BYKA MR

[Iperadanmua Mylan Pharma 225 mg

‘ 17. YHUKAJIEH HAEHTU®UKATOP — JIBYU3MEPEH BAPKO/ Q

JIByn3MepeH 0apKoJi C BKIIFOUEH YHUKAJICH UACHTU(DUKATOD

‘ 18. YHHUKAJIEH UAEHTUOPUKATOP — JAHHU 3A YETEHE OT XOPA

PC
SN
NN
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MUHHMMYM JAHHHU, KOUTO TPABBA JIA CbABPXAT BJIMCTEPUTE U JIEHTUTE

BJINCTEP

| 1. HNME HA JIEKAPCTBEHUS TIPOAYKT

[Iperadamua Mylan Pharma 225 mg TBbpau kamncymu
nperadanuH

| 2,/ MME HA ITIPUTEXKATEJIA HA PASPEIIEHUETO 3A YIIOTPEBA

7
Q
Myla S
rfﬁz%o
P
3. JIATA %I/BTI/I‘IAHE HA CPOKA HA IT'OJJTHOCT
T'onen no: &?O
Q,
|4. TOAPTHJEH HOM‘@‘{,F
IMaptugen Ne O
&GA
5. JPYIO ~ N
%
%,
OO
S
'OQ
@G
67
2,
G@
()
4
O
2
Q
O.
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JAHHHU, KOUTO TPABBA JIA CbABbPKA BTOPUYHATA OITAKOBKA

KAPTOHEHA OITAKOBKA 3A BJIMCTEP U BYTHJIKA

1. NME HA JIEKAPCTBEHMUSA ITPOAYKT

[Iperadamua Mylan Pharma 300 mg TBbpan Karncymu
nperadainH

| 2/> OBSIBSIBAHE HA AKTUBHOTO(MTE) BEHIECTBO(A)
7,

Bcaxa’f%a Karcyna ceabpka 300 mg mperabanuH.

o,
3.  CHUCHRHA HOMOUIHUTE BELECTBA
OO
‘ 4. JIEKAPCTBEHA CD@MA N KOJIUYECTBO B EJHA OITAKOBKA
J J%
TBBpaa kancyna »
Q
14 TBBpAM Karcynu 6’@
56 TBBpAM KaICyIu G@
100 TBBpAM KamCyIn O
200 TBBpAM Kamncyau é
56 x 1 TBBpIA Kamcyia 'Q,s,
100 x 1 TBBpaa Kamncyia O,O
2o
5. HAYHMH HA TPUJIOKEHUE U MTBbT(MILA) HA B’QE)KI[AHE
WY,
[Ipenu ymotpeba mpoverere TMCTOBKATA. o &
IlepopanHo npunoxenue é@
%
Y]
6. CHELHUAJIHO NPEAYHIPEXJIEHUE, YE JEKAPCTBEHUAT ITP T TPABBA
JIA CE CbXPAHSIBA HA MSICTO JAJIEYE OT NOIJIEJA U JOCET A@A JELA
©
[a ce cpxpaHsiBa Ha MsICTO, HEIOCTBITHO 32 JIela. @6\

‘ 7. APYI' CHEIMAJIHU ITPEAYIIPEKIAEHUSA, AKO E HEOBXOJUMO

‘ 8. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

T'onen no:

9. CIIEHUAJIHH YCJIOBUSA HA CbXPAHEHUE

56



baucmep: Jla ce cpxpaHsiBa B OpUTHHAJIHATA ONTAKOBKA 3@ J1a Ce MPE/Ia3u OT Biara.
Bymunxa: CpxpaHsBaiiTe OyTHIKaTa 100pe 3aTBOPEHA 3a 1a ce MPeasu OT Biiara.

10. CIEINWAJIHU INIPEAITAZHU MEPKHU IIPU U3XBBPJISIHE HA HEU3IIOJI3BAHA
YACT OT JIEKAPCTBEHUTE NPOAYKTHU NJIN OTITAABYHU MATEPHUAJIN OT
TAX, AKO CE U3UCKBAT TAKUBA

IL/)I/IME N AAPEC HA IIPUTEKATEJISA HA PASPEHIEHUETO 3A YIIOTPEBA

S
Mylan
117 Allé é arcs
69800 Saint

®paHuus é

&/)

12. HOMEP(A) HA(@&PEIHEHI/IETO 3A YIIOTPEBA
EU/1/15/998/045

%,
EU/1/15/998/046

EU/1/15/998/047 O
EU/1/15/998/050 ’3’®
EU/1/15/998/048 S

EU/1/15/998/049 (90
Z,

73
13. TTAPTHUJIEH HOMEP 2 O

ITaptunen Ne Q&P

‘ 14. HAYMH HA OTIITYCKAHE %,

\ 15. YKA3AHWS 3A YIIOTPEBA

‘ 16. WH®OPMAIIAA HA BPAIJIOBA A3BBYKA

IIpera6amua Mylan Pharma 300 mg

‘ 17. YHUKAJIEH UWIEHTUOUKATOP — IBYU3MEPEH BAPKO/I

JBymaMepeH 0apkoJ ¢ BKIIOYEH YHUKAICH HIACHTH(DHUKATOP

‘ 18. YHUKAJIEH UAEHTUOUKATOP — JAHHU 3A YETEHE OT XOPA
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MHUHHMMYM JAHHU, KOUTO TPABBA A CbABPXAT BJIMCTEPUTE U JIEHTUTE

BJIMCTEP

| 1. HUME HA JIEKAPCTBEHUS NPOAYKT

[Iperadamun Mylan Pharma 300 mg TBbpau Karncyau
nperabainH

/D

| f./& NME HA ITPUTEXATEJIS HA PASPEIIEHUETO 3A YIIOTPEBA

4
Mylan S%O

2N

3. JIATA HAM3THYAHE HA CPOKA HA I'OJJHOCT
4

Tonen no: ?OO
=

£

| 4. TAPTHJEH HOMEP'!

ITaptugen Ne /sl
Q

5. JPYrO Y/
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JAHHU, KOUTO TPABBA JIA CbAbPKA I'IBPBUYHATA OITAKOBKA

ETUKET HA BYTHJIKATA

1.

HNME HA JIEKAPCTBEHMUSA ITPOAYKT

[peradanmua Mylan Pharma 300 mg TBbpAM Kancynu
nperadainH

| 2./) OBSIBSIBAHE HA AKTUBHOTO(MTE) BEHIECTBO(A)

Bc;ma’f%a Karcyia cbappika 300 mg mperaGaiiuH.

o
A
3. CIUMCBHKAIA MOMOIIHUTE BEUIECTBA |
OQ
| 4. JEKAPCTBEHA ®OBPMA U KOJIMYECTBO B EJJHA OAKOBKA |
v
T 4>
BbpJa Karcyia o

200 TBBpaM Karcyiu 6’@ G

5. HAYUH HA IPUJIOKEHME U IH)T'(Q/J;A) HA BHBEXKJIAHE

IIpenu ynorpeba mpoverere TUCTOBKATA. (@) /O

[TepopanHo mpuokeHNe Q%

<CaMo 3a MHOT'OCJIO€H €TUKET> QQ

Omrnenete Tyk @&

%
6. CIHELUAJHO MPEAYNPEKJIEHUE, YE TEKAPCTBEHUSIT VKT TPSIBBA
JIA CE CbXPAHSIBA HA MSICTO JAJIEYE OT MOTJIEJA U JOEELA HA IEIIA
2
I[a C€ ChbXpaHsiBa Ha MACTO, HEAOCTBIIHO 3a JCIa. O)‘
Ca

| 7. JIPYTH CTIEIMAJIHU MPEIYTPEXJAEHUSI, AKO E HEOBXOJAMMO S |

v

| 8.

JATA HA U3TUYAHE HA CPOKA HA I'OJJHOCT

T"'onen no:

9.

CIIEHUAJIHU YCJIOBUSI HA CbXPAHEHHUE

CoxpansiBaiiTe OyTHiIKaTa 100pe 3aTBOpPEHA 3a Jla ce MPEAMa3y OT Biara.
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10.

CIHEHUAJIHU ITPEJAITAZHA MEPKMU ITPU U3XBBPJISIHE HA HEU3IIOJI3BBAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU NJIN OTITAABYHU MATEPHUAJIN OT
TAX, AKO CE U3UCKBAT TAKUBA

| 11.

NME N AAPEC HA ITIPUTEXATEJISA HA PASPEIIEHUETO 3A YIIOTPEBA

Mylan S.A.S
117 Allée des Parcs

@p

6%? Saint-Priest
i H

e

| 12.

N
HO ) HA PASPEIIEHUETO 3A YIIOTPEBA
O

EU/1/15/998/050®’$/

O
13. TAPTHJEH HOMEP),
ITaptunen Ne »
%,
Q.
| 14. HAYMH HA OTIYCKAHE O~
V.%
hz3
| 15.  YKA3AHUSI 3A YIIOTPEBA O
N@
e
16. UMH®OPMAIIUSI HA BPAIJIOBA A3BYKA -
G/(,
'z
(Y
9%
| 17.  YHUKAJEH WIEHTU®UKATOP — IBYU3MEPEH BAPKOA /.
7

@
2

faN)

YHUKAJIEH HIEHTU®UKATOP — JAHHMU 3A YETEHE OT XOPA \‘vo\.\
(o

61




62



JIncroBka: nHpopManMs 3a NOTpeOUTEIs

Iperadasun Mylan Pharma 25 mg TBbpam kancyJ/iu
IIperadasun Mylan Pharma 50 mg Tebpan kancy/m
IIpera6asunn Mylan Pharma 75 mg TBbpau kancy.,iu
IIperadaaun Mylan Pharma 100 mg TBbpau Kancy.jiu
Iperadasun Mylan Pharma 150 mg TBbpau kancyan
IIperadasua Mylan Pharma 200 mg Tebpan kancyJjm
IIpera6asun Mylan Pharma 225 mg TBbpAU KancyJamn
IIperadasun Mylan Pharma 300 mg TBbpau kancyan

O nperadanuH (pregabalin)

Hpo@feTe BHMMATEJHO IJ1aTa JIMCTOBKA MpeIu Aa 3a104YHeTe Aa MpueMaTe TOBA JeKapCcTBo,
Thil Ka chIbpaka BaskHa 3a Bac undopmanus.

- 3ana3g1:g‘@3n TuCTOBKA. MOXKe Ja ce HaJOXKH Ja s MPOYeTeTe OTHOBO.

- Axo HMM@%KBH JIOITBJTHUTEITHU BBIPOCH, TIoTUTaiiTe Bamus nexap uinu papmarieBr.

- ToBa nekapc npeanyucano JuyHo Ha Bac. He ro npeorcronBaiite Ha Apyru xopa. To Moxe
Jla UM HaBpeIy, BHCHMO Y€ NMPU3HAINTE HAa TIXHOTO 3a00JsBaHe ca ChIUTE KaTto BamuTe.

- AKO moy4yuTe Hi Y HeXEJIaHU JICKapCTBEHU PeaKInuy, yBeaoMeTe Bamus nexkap win
¢apmarieBt. ToBa Bk a ¥l BCHYKH BH3MOXKHU HEXKEJIaHU PEaKlii, HEOTIHMCAaH! B Ta3H
JUCTOBKA. BrxkTe TOY (P

Kakso CbAbpPiKa Ta3u JIUCTOBKA: O S

KaxBo npencrasissa HperaGaHHH% Pharma wu 3a kakBo ce H310JI3Ba

1.
2. Kakso Tps0Ba na 3HaeTe, mpeau aa np te [Iperabamun Mylan Pharma
3. Kak na npuemare [Iperadanmna Mylan Ph 1@&
4. BBb3MOXHH HEXENAHU pEaKkliuu
5. Kak na cexpanssare [Iperadaaun Mylan Pharr{?b
6. ChappikaHue Ha ONTAKOBKATA U IOMbIHUTEIHA HHDQPMAIs
%
1. Kaxkgo npeacraBasasa IIpera6aaun Mylan Pharma n 3%30 ce U3M0/13Ba

[Iperadamun Mylan Pharma cbhabpika akTHBHOTO BEILIECTBO nperaGam%eTo MPUHAIIEKHT KM
rpymna JIeKapcTBa, KOUTO C€ M3IO0JI3BAT 3a JICUCHUE Ha SMHIICTICUS 1 reHepa%paHo TPEBOKHO
pascrpoiicto (I'TP) mpu BB3pacTHU. >

Enunnencus: [Iperadanua Mylan Pharma ce u3mosnsBa 3a ieueHue Ha HAKOH (I)OpMW eIIIIeTICHS
(TapIraTHU MPUCTBIIN ChC WM O€3 BTOPUYHA TeHEpAIN3allnsl) IPU Bb3PACTHH. Banm@ exap e Bu
npeanwre [Iperadanma Mylan Pharma , 3a ma Bu momorse ga nekyBare Bamrara em/meg KOTaTo
MPOBEKIAAHOTO JICUCHUE HE BOJU JI0 OBIA/IIBAaHE Ha cheTOstHUETO Bu. TpsiOBa 1a B3emare F@ﬁ%ﬂnﬂ
Mylan Pharma kato nombianeHue kbM Bamero Hactosmo neuenue. [Iperabanun Mylan Pha e
HpeIHa3HaueH 3a CaMOCTOsITeNIHA yIoTpeda, a BUHArH TpsIOBa 1a ObJe mpuilarana B K0M6HHauHﬂ@
JPYro aHTUETHIICTITUYHO JICYCHHE.

I'enepanu3upaHo TpeBo:kHO pa3cTpoiicTBo: [Iperabanun Mylan Pharma ce u3non3sa 3a iedenne
Ha TeHepaIu3upaHo TpeBOKHO pa3cTpoiicTBo (I'TP). Cumnromute Ha I'TP ca mpoabmkuTeHa
IPEKOMEPHA TPEBOKHOCT U IPUTECHEHUE, KOUTO € KOHTpoiaupar TpyaHo. I'TP moxe cbiio na
npeau3BHKa 0e3MOKOMCTBO WK ycelaHe 3a Bb30ya Uil HEPBHOCT, JIECHO yMOpPSBaHe, 1a U3MHUTBATE
TPYAHOCTH IIpU KOHLIEHTPHPaHe WK 0N IoJIeTa B IaMeTTa, 1a CE ycellaTe pa3ipa3HUTelieH, Aa
uMarTe MyCKyJTHO HaIllpeXeHUE WM MPoOJIeMH chC ChHs. ToBa € pa3IyHO OT CTpeca M HANPEKEHUETO
Ha 00MYalfHOTO BCEKHUIHEBHE.
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2. Kakso Tpsa0Ba 1a 3Haete, npeau Aa npuemete IIperadasun Mylan Pharma

He npuemaiite IIperadanun Mylan Pharma:
AKO cTe aJepru4Hu KbM IperadaiiH WK KbM HAKOSA OT OCTaHAINTE ChCTABKU Ha TOBA JIEKAPCTBO
(u30poeHu B TOUKa 6).

IIpeaynpesxaeHus ¥ NpeanasHl MepKHU
I'oBopere ¢ Bamms nexap unu papmaueBT npenu na npuemete [peradamiua Mylan Pharma.

. Hsxkou nanuenTu, kouto npuemat [Iperadanun Mylan Pharma, cro011aBar 3a cuMnTomu,
nmpearnojarany ajJepruyda peakuus. Te3u cuMOTOMHU BKIIFOYBAT IMOJAyBaHC Ha JIUICTO, YCTHUTE,
€3MKa U T'BPJIOTO, KAKTO U OOIIHUPEH KOKEeH 00pHB. AKO npu Bac ce mosiBu HAKOS OT Te3U

'%)eaxupm, TpsIOBa He3a0aBHO J1a ce CBBPIKeTe ¢ Bammus ekap.

o 4” eOara Ha [Iperadamun Mylan Pharma ce cBbp3Ba ¢ BUEHE Ha CBST M CHHIIMBOCT, KOUTO
Mora@ymnnqar MosiBaTa Ha CIy4alHO HapaHsBaHe (MaJaHe) MPHU MAIUCHTH B CTapuecKa
BB3pac .&[eHOBaTeHHO, TpsiOBa Ja ObJIETE BHUMATEIIHU, JIOKATO CBUKHETE C BCEKH e(hEKT Ha

nempcmo@&

. [Iperabanun My harma Moxe 1a Npu4IrHU 3aMBITISIBAHE WITH 3ary0a Ha 3peHHETO, HITH
JIPYTU TIPOMEHU B 31@1 €T0, MHOTO OT KOMTO ca BpeMeHHHU. TpsOBa He3a0aBHO J1a ce CBBpPIKETE
¢ Bammus nekap, ako € BSIT IPOMEHU B 3peHueTo Bu.

. Hsxou nanuenTy ¢ quabdeT, KQuo MOKavBaT TEIIECHOTO CU TErJo IpHU yIoTpeda Ha IperadavH,

MOTaT J1a Ce HYKIasAT OT HpOMS{W TEXHHUTE TUA0ETHU JIEKapCTBA.
Q

. Ormpenenenu HEXEIaHU PEaKIuu, Ka HJIMBOCT, MOTAT Ja OBJaT MO-9€CTU, Thil KaTo
MAaIUeHTH C TPbOHAYHOMO3bYHA TPABM aT Ja IpUeMaT U APYyTHU JEKapCcTBa 3a JIeUeHue,
HanpuMep Ha OoJIKaTa Wil MyCKYJTHUS CIT KOUTO UMaT MoI00OHHU Ha MperadaiuiH HeXelaH!
PEaKINy U TEKECTTa Ha Te3U PeakIIny MOXKe a&a acHe, KOTaTo JieKapcTBaTa ce mprueMaT
€ITHOBPEMEHHO. (5),0

o NwMa cboOieHus 3a chplievHa HeIOCTATHYHOCT IPH H
IIperadamma Mylan Pharma; Te3u manueHTH ca IpeIuM
ch0oBH yBpexxaanus. [Ipeau g1a npuemMare ToBa JeKAPCTB
aKo UMaTe aHAMHe3a 32 ChPAeYHO 3200/ IABaHE.

MAIUCHTH, KOUTO MPUeMaT
Tapyecka Bb3PACT ChC ChPACYHO-
o0uere Ha Bamus gexap,

. Nma chobuienus 3a 6b0peyHa HeIOCTATLYHOCT MPH HAKOU nauneHTé@)mo npuemMar
IIperabamma Mylan Pharma. Axo 3a0eiexuTe HaMaJIeHO YpHHUPaHE no«%)npneMaTe
K

[Iperadanun Mylan Pharma, TpsioBa na cro01muTe Ha Bamms nekap, T ﬂl/lpaHeTO Ha
JIEKapCTBOTO MOJKE J1a T0100pU TOBA CHCTOSIHUE. O
. Maska gacT OT XopaTta, JeKyBaH! C aHTHEIIIICIITHIHH JIekapcTBa Kato [Iperadanmm b/lan

Pharma, ca IManu MHCITH 33 CAMOHAPAHABAHE HIIM CAaMOYGHICTBO. AKO ce TIOSBAT TaKHBa
MUCIH, He3a0aBHO ce 00bpHeTe KbM Barmms nekap. %

. Korato Ilperabamua Mylan Pharma ce npuema ¢ apyru jiekapcTBa, KOUTO MOTaT Ja
MMPUYIHUHATIAICK (KaTO HSIKOU BHUIOBC 60J'IKOyCHOKOI/ITeJ]HI/I), BB3MOXHO € Ja HACTHIIAT HAKOU
CTOMAITHO-YPEBHU MpoOIeMH (HaIp. 3aleK, 3anylIBaHe WK Mapann3a Ha 4YepBarta).
WNudopmupaiite Bamms nekap, ako moyduTe 3arek, 0COOCHO aKo CTe MPeapa3noloKeH! KbM
TO3U TIPOOIIEM.

L4 Hpe)m Aa MpueMeTe ToBa JICKAPCTBO Tpi[6Ba JIa KaxxeTe Ha Barmms JICKap, ako CTC CTpaJgajn OT

ANKOXOJIU3bM MM HIKAKBa JICKAPCTBEHA 3JI0ynoTpeda wim 3aBucumoct. He npremaiite moseue
JIEKapCTBO OT MPEITHCAHOTO.
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o Cro011eHH ca ciTy4au Ha KOHBYJICHH 110 BpeMe Ha pueM Ha [Iperabanmun Mylan Pharma wnm
CKOpO cllefl mpekpatsBaHe Ha npueMa Ha [Iperadanua Mylan Pharma. Axo momy4ure
KOHBYJICHS, ChoOIIeTe He3a0aBHO Ha Bamms nekap.

. CroO11eHu ca ciyyan Ha HapyIIeHHue Ha Mo3buHaTa PpyHKIus (eHuedatonaTys) Ipyu HIAKOU
nanueHTH, npuemaiiu [peradanua Mylan Pharma u ctpanamu u ot aApyru 3a00nsBaHusl.
VYBenomere Bamust nekap, ako nMate aHaMHe3a 3a HIKaKBU CEPHO3HH 3200 sIBaHUS,
BKJIIOUHTEITHO YepHOAPOOHO MM ObOpPEUHO 3a00IIIBaHE.

. Cp0o01IeH ca ciTydan Ha 3aTPpyAHCHHS ¢ TUIITaHeTO. AKO MMaTe HapyIIeHUs Ha HepBHATA
crcTeMa, HapylIeHUs Ha IuXaTellHaTa cucreMa, ObOpeyHo yBpexIaHe WId aKo CTe Ha Bb3pacT
OH&I{ 65 ronunu, BamusaT nexap moxe qa Bu npenmnuiine pa3inyHa cxema Ha MPUIIOKEHUE.
é:B’Lp)KeTe ce ¢ Bamus nrekap, ako moJy4uTe 3aTpyJHEHNE C TUIIAHETO WIH  TIOBBPXHOCTHO
aHe.

Jeua u lgnot@

Be30HaCHOCTTa}&(bI/IKaCHOCTTa TIPH JIeT1a U IOHOIH (Ha BB3pacT noj 18 roguHn) He ca YCTaHOBEHU U

Mopajiv TOBa Mpe JIMH He TPsIOBa J]a ce M3I0JI3Ba NIPU Ta3! Bb3PacToBa IpyIia.

Apyru JiekapcrBa u a0aaud Mylan Pharma
Wudopmupatite Bamms n%ymn (apMmarieBT, ako preMaTe, HaCKOpo ce MPUEeMad HITH €
BB3MOKHO J1a IPHEMeETE AP ,ffapCTBa.
[Ipera6anun Mylan Pharma u HSAROM /IDTH JICKAPCTBA MOTAT /1 CH BIHAAT E/HO Ha IPYTO
(B3anmoneiictBue). Korato ce mpuema g{QnipeieieHd IpyTH JIEKapCcTBa, KOUTO UMAT YCIIOKOUTEHO
neiictaue (BktounTenHo omnonnn), [Ipefdfanuu Mylan Pharma moxe ma 3acum Te3u edexrn u
MOXe Jla IOBE/Ie 10 TUXaTellHa HeloCTaTh , koMa 1 cMbpT. CTeneHTa Ha BUCHE Ha CBSIT,
CHHJIMBOCT ¥ HaMaJieHa KOHLIEHTPALXs MOraT acuat, ako [Iperadanua Mylan Pharma ce
B3eMa 3ae{HO C JICKapCTBa, ChAbPIKAIIH:

e OKCHKOJOH — (M3M0JI3BaH KaTo CPEJICTBO IIp g§om<1/1)

e Jlopazemnam — (M3M0JI3BaH 32 JICUCHHE HA TPEBOKHOC

e  Ankoxon Q
QD

[Iperadanun Mylan Pharma mosxe na 6b1e npueman ¢ nepopafifiil KOHTPAIEITHBH.

IIperadasmun Mylan Pharma c xpaHa, HAIUTKH U a71KOXO0J Q
Kamcymure [Iperadanmua Mylan Pharma morar ga 6bp1aT npuemManu cbe npe3 xpaHa.
[IpenopruBa ce na HE ce mHe amKoXod, 1okato npueMare [Iperadanmn Myla@harma .

BpeMeHHOCT M KbpMeHe (9

[Iperabanuu Mylan Pharma we tpsiGBa na Obiie B3eMaH 1o BpeMe Ha 6peMeHHoc‘k@1 KbPMEHE,
ocBeH ako Baruusr sexap He Bu e kazan apyro. JKenu ¢ retepoieH NOTeHIHa € Heo0X: 0 1a
U3I0/13BaT ePUKACHU IPOTHBO3a4YaThUHM CPEACTBA. AKO CT€ OPEMEHHA WIIH KbPMHUTE, CMSI e
MOJKe J1a cTe OpeMeHHa WK IUIaHupaTe OPEMEHHOCT, OChBETBANTE ce ¢ Barms jexap nim 6\
(papmarieBT npeau ynorpedara Ha TOBa JIEKapCTBO. Q

Ilodupane u padora ¢ MAlIUHU

[Iperadamun Mylan Pharma Moske fa mpen3BHKa 3aMastHOCT, ChHIMBOCT U HAMAaJIeHa KOHIICHTPAIHsL.
He Tpsi6Ba na modupare, 1a pabOTUTE ChC CIOXKHHU MAIIMHU WX Ja C€ BKIIOYBATE B APYTH
MTOTEHIINATHO PUCKOBH JIEHTHOCTH, JOKATO HE pa3depeTe Jalii TOBa JIEKapCTBO He 3acsra Bammara
CIOCOOHOCT J1a M3BBPILBATE TE3U CHHOCTH.

IIperadasnn Mylan Pharma cbabp:xa HaTpuii

ToBa srekapcTBO ChABPKA MO-Mayko OoT 1 mmol (23 mg) HaTpuii Ha KalcyJa T.€ MOXKe Ja ce Kaxke, ue
MPaKTUYECKU HE ChAbPIKa HATPUH.

65



3. Kak na npuemare IlperaGaaun Mylan Pharma

Bunaru npuemaiite ToBa JIeKapcTBO TOYHO KakTo Bu e ka3an Bamusr nekap uin ¢papmaneBT. AKo He
CTe CUTYPHH B HElIo, nonuTaiite Bamms nexap ninu papmanesr.

Bammsit nexap 1ie onpeaeny Kakpa J103a € noaxosia 3a Bac.
[Iperabdanma Mylan Pharma e mpegHa3zHadeH camo 3a mepopasHo MPIIIOKEHHE.

Enunencusi njim reHepaju3upaHo TPEBOKHO Pa3CcTPOiiCcTBO:
[Ipuemaiite ToJIKOBA KancyJid, KOJKOTO Bu € HazHauns Bamusat nekap.
'%1038@3, noaxojsmia 3a Bac u Baero 3a0onsBane, oouyaiino e 0b1ae Mexay 150 mg u
mg BCEKU JICH.
e B T nekap e Bu kaxe na npuemare [Iperabanma Mylan Pharma wium aBa mbTH Wi TpH

MTBTH Ho. [Ipu nByKpaTeH nmpueM B3emaiite [Iperadamma Mylan Pharma Bcexu neH cyTpun
U BCQCI%IQH/BI/ITCHHO o €JTHO U ChIIo Bpeme. [Ipu TpukpaTeH npueM B3emaiite [Iperadanun
Mylan Pha BCEKH JICH CyTpHH, cieo0e] 1 Beuep MPUOIU3UTENHO 110 €IHO U CHIIO BpEME.

AKko nmare ycemaHeT(% edexThT Ha [Iperadanna Mylan Pharma e npekaneHo cuieH nim
npekaneHo c1ad, ropopetd d Bammus nexap uin hapManesT.

AKO cTe MaIfeHT B cTapuyecka ct (Han 65 roguHu) TpsiOBa na npuemare [Iperadamua Mylan
Pharma mo oOuyaiiHus HAYUH OCBEHAKO UMaTe MpobIeMu ¢ ObOpenuTe.

Barmwsr nexap moxe na Bu HpeL[HI/HgZK &gmmqﬁa cxXeMma Ha MpujiaraHe u/wim 103a, ako HMaTe
npobiemu ¢ Ob0perure. o @

I'bnTaliTe Kancynara usia ¢ Boaa. (9.?
[Iponwsmkasaiite ma npuemare [Iperadamua My ﬁPSarma, nokaro Bamust nexkap He Bu kaxe na

CIIpETE. ,s,
(@)

AKo cTe npue/M HoBeye oT Heodxoaumarta ao3a Ilper
He3zabaBHo ce obanere Ha Bamus nexap wia oTHaeTe 10 Ha
otaenenue. Bzemere onakoBkaTa Win OyTHIIKAaTa OT Karcylu
Moxe 1a ce mouyBcTBaTe ChbHIMBU, OOBPKaHHU, IPEBB30YICHU HII
IpueMa Ha 1moBede oT Heooxoammara no3a Ilperadamma Mylan Pha
nmpunagablu.

uH Mylan Pharma

M3KOTO OOJTHUYHO CIIEIITHO
6amuH Mylan Pharma ¢ Bac.
MOKOIHHU B pe3ynTar oT

Ako cTe nponycHau aa npuemerte Ilperadaaun Mylan Pharma
Baxxno e ma B3emare Bammte kancyiu [Iperadanua Mylan Pharma pegosao Ho%o U ChLIO BpEME
BCEKH JIeH. AKO 3a0paBuTe Jla B3eMETe e[Ha /1032, B3eMETE 5 BEIHAra [[OM CH CIIOM , OCBEH aKo
HE e JonuIo BpeMe 3a Barrara criefBama go3a. B To3u cirydaid mpocTo mpoabibKeTe che/pAeaBamara
Jto3a o oowyaliHus HauuH. He B3eMaliTe ABOHA 11034, 3a 1a KOMIICHCHPATE nponyCHaTaT%za.

Ako cte cnpesin npueMa Ha [Iperadaaun Mylan Pharma Gé\
He crimpaiite na B3emare IIperabamua Mylan Pharma, ocBen ako BammsiT nexap He Bu e xazan 2[59
HalpaBUTEC TOBA. CanaHeTo Ha JICHECHHUECTO TpH6Ba Ja CTaHC IMMOCTCIICHHO B ITPOAB/KCHUC HaA ITOHE
e/lHa ceMHLA

Bue tps6Ba 1a 3Haere, e el CupaHe Ha JBITOCPOUHO MM KPaTKOCPOUHO JedeHue ¢ [Iperadbanun
Mylan Pharma mo>ke fa u3nuraTe onpeaesicHH HeXKeJIaH! peakunu. Te BKI0UBAT MPOOIeMH ChC
CBHS, I11aB000JIHE, TafeHe, TPEBOKHOCT, JUAPHS, TPUIIONON00HN CUMIITOMHU, KOHBYJICHH, HEPBHOCT,
nernpecusi, 00JKa, HIOTEHE U BUEHE Ha CBAT. T€3U CUMITOMM MOT'aT a CE MPOSIBST II0-4€CTO UK
TEXKO, aKko cte npueManu [Iperadbanua Mylan Pharma 3a no-npoapikuTeneH nepuo] OT BpeMe.

AKO MMaTe HIKAKBU JOMBJIHUTEIHN BBIPOCH, CBBP3aHU C yIoTpebara Ha TOBa JISKAPCTBO, MOMUTANTE
Bamus nexap wiu gapmarieBT.
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4.

Bb3MOKHU HeKeJTaHU peaKkuumn

Kakro Bcuuku JICKapCTBa, TOBA JICKAPCTBO MOKE J1a NPCAN3BHUKA HCIKCIaHU PCAKIIUH, BBIIPEKU Y€ HC
BCCKH I'l I1OJIy4aBa.

MHoro yecTu: Mo:ke 1a 3acerHat noseue ot 1 Ha 10 nymm

3aMa$IHOCT, CBbHJIIMBOCT, riaaBoOoIre

YecTu: Moxke 1a 3acernat Ao 1 ma 100 xymm

8

IloBumen aneTur

PHUIIOBIUTHATO HACTPOEHUE, OOBPKAHOCT, A€30PUEHTAINS, HAMAJICH CeKCyaJieH HHTEpeC,
PA3HUTEITHOCT

H €HUS Ha BHUMAHHUETO, HEITIOXBATHOCT, HAPYIIICHHS HA TAMETTa, 3ary0a Ha rmamer,

Tpene%g, 3aTpyIHEHHsI IPH TOBOPEHE, MpaBy4KaHe, U3TPhIIBaHe, CeUpaHe, JTeTapTus,

0Oe3chH @Mopa, HeoOMUaiHO ycelaHe

3aMbIIeHO 3PeHNEe, JBOMHO BIIKIAHE

CBETOBBPTEK;] OJieMu ¢ paBHOBECHUETO, MAJaHe

Cyxorta B ycTaTa K, IOBPBINaHe, 00pa3yBaHe Ha Ta30Be, TUAPHsl, TaJcHE, TOAyBaHE Ha

Kopema
3aTpyaHeHa epexunsf?}

IlonyBane Ha Ts30TO, BKHﬁ}b!TCJ‘IHO KpalHULINUTE

OnusHenue, HapyleHus B nofomnkara

HarpynBane Ha TenecHo Terio

MyckynmHE KpaMmIiy, 00Jika B CT&BH%OJ‘IKI/I B I'bp0a, OOJIKM B KpaHHUIIUTE
Bw3naneno repio O

HeuecTn: mo:ke na 3acernar 10 1 Ha 100 nymmu

3ary0a Ha aIneTuT, 3aryda Ha TerJio, HUCKa KPb axap, BUCOKa KphBHA 3axap

IIpomsHa Ha BB3MPHUATHETO 3a caMus ce0e CH, 6e3n}@)1710TB0, Jerpecs, Bb30y/a, IpOMEHH B
HACTPOCHUETO, 3aTPYAHCHUE TP HAMHPAHETO HA ny@ ATFOIIMHALINY, TATOJIOTUYHU CHHHUIIIA,
NPUCTHITN HA MAHUKA, allaThsl, ATPECUsl, IPUITOBJIUTHAT TPOCHHUE, YMCTBEHO HApYIICHUE,
3aTpyJHEHO MHCIICHE, TOBHIICH CEKCyalleH HHTepec, PO ChC CeKCyastHaTa (QyHKIIHS,
BKJIFOUMTEITHO HEBB3MOXKHOCT 3a JIOCTUTAaHe Ha Opra3bM, 3a0a esKyJIalus

[Ipomenu B 3peHneTo, HEOOMUYATHO ABM)KEHHE HA OUUTE, IPOME €HHUETO, BKIIOUUTEITHO
TYHEITHO 3peHHE, TPOOISCHIN OT CBETJIMHA, KOHBYJICHBHU JIBIKEH TUCHATH pedliekcH,
MOBHUIIIEHA aKTUBHOCT, BUCHE HA CBAT MPH CTaBaHE, MOBUIIICHA KOXHA ];%I/IT@'IHOCT, 3aryoa

Ha BKYC, MTapeHe, TpernepeHe Npu IBUKEHNE, TIOTHCHATO Ch3HAHHE, 3ary0 Chb3HaHUE,
NpUNanbK, MOBULIEHA YYBCTBUTEIHOCT KBM IIIYM, OOII0 HEPA3IOJIOKEHHE

CyxoTa B ounTe, HOAYBaHE Ha OUUTE, OOJIKU B OUUTE, CIA0OCT B OUHTE, HaC’bHS%G, JIpa3HeHe
Ha OYHTE o
Hapymenns Ha cbpAeYHNS PUTHM, YCKOPEHA ChplIe4Ha YECTOTa, HUCKO KPBbBHO Hall

BUCOKO KPBBHO HaJISITaHE, IPOMEHH B ChPJEYHUS PUTHM, ChbPACUHA HENOCTATHYHOCT 6\
3ayepBsiBaHe, TOPEILU BbIHU @
3aTpy[HEHO AUIIaHe, CyX HOC, 3allyIlBaHEe Ha HOCa

[ToBuiieHo cnroHOOOpa3yBaHe, KUCEINHHU B CTOMaxa, U3TPhIIBAHE HA yCTHUTE

W3norsBaHe, 0OpUB, CTYJCHU TPBIIKHY, IOBHUILIEHA TEMIIEPATypa

MycKyJIHHE IOTpENBaHKs, IOAyBaHE Ha CTABUTE, MyCKYJIHA CKOBAaHOCT, O0JIKA, BKJIIOUUTEIHO
MYCKyJiHa 00JIKa, OOJIKH BB BpaTa

bonku B repnara

3arpyaHeHO wiK 00JEe3HEHO YPUHUpPAHe, He3aAbpKaHe Ha ypHUHATa

CrnabocrT, ®axkaa, cTAraHe B IPbAHUS KOII

[IpomeHu B pe3yATaTUTE OT KPBBHH U Y€PHOAPOOHU H3CiIeBaHUs (TIOBHUILIEHA KPeaTHHUH
¢bocoknHaza, MOBUILIEHA alaHUMH aMUHOTpaHcdepasa, MOBUIIEHA acapTaT aMHHOTpaHcdepasa,
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HamaJjieH Opoi Ha TPOMOOLIMTHTE, HEYTPOIIEHHSI, IOBUIIABAaHE HA KpEaTHHHHA B KPBHBTA,
MOHM)KAaBaHE Ha CTOWHOCTHUTE HA KAIUH B KPBBTA).

e CBpPBXUYBCTBHUTEIHOCT, [T0JIyBaHE Ha JIULETO, CbPOEK, YPTUKAPHS, XpeMa, KbPBEHE OT HOCA,
KallUINIa, XbpKaHe

e bose3HeHa MeHCTpyauus

e CryneHu IJlaHU U CTHIIaa

Penku: moske na 3acerrar 10 1 va 1000 qymm
e [IpomeHeHo 00OHsIHUE, HECTAOMIIHO 3peHKE, IPOMEHEHO BB3NPHUITHE 32 IbJI00UNHA, 3pUTEIHA
SIPKOCT, 3ary0a Ha 3peHHeE.
e PasmmpeHu 3eHUIH, KPUBOTIIEACTBO
.?CTYILGHEI IIOT, CTATaHE B I'bPJIOTO, IOAYBaHE Ha €3UKa
3MajieHue Ha aHKpeaca

o YAHEHO TpEeTThIaHe

o 0 WM OTPAaHUYEHO IBMKEHHE Ha TSAJIOTO

o € TIpY TIICaHe

o JIMYECTBO TEYHOCT B KOpeMa

e TeyHoCT B %rre npobose

e I'npyose O

e IIpomMenu B 3anu enexTpudeckara akTuBHOCT Ha chpiero (EKID'), choTBeTCcTBamN Ha
CMYIIEHUS B ChpJeY UTHM

e MyCKyJIHO YBpEKIaHE ’f”

e Cekpenus OT I'bpINTE, Heoﬁﬁﬁ THO YBEJIMUYCHUE HA T'bPUTE, YBEIUYABAHE HA TBPIUTE MIPH
MBKE é{l

e [IpexbcBaHe HA MEHCTPYaITHUS u%

¢ bBOpedHa HeTOCTaTHYHOCT, HAMaJIe JIMYECTBO Ha YPUHATA, 3aJAPHKKA HA YPHUHA

o [lonmxkaBane Ha Opos Ha OenuTe KPHBHIANETKH

e HeanekBaTHO MoBeIeHNE

e AlnepruvHH peakiuu (KOUTO MOTaT Jia BKIIFO aTPyJAHEHO TUINAaHe, Bh3MaJIeHHe Ha OUHNTE
(kepaTHUT) U ceprio3Ha KOJKHA PEaKITns, KOATO ce XKapakTepru3npa ¢ 0OpuB, MEXYpH, JIOMICHE Ha
KOKaTa U 00JIKa)

e JKwnrenura (MoXXbJITABaHE Ha KOXKATa U OYUTE) Q%

MHoro peaxu: Moxe aa 3acernat 10 1 na 10 000 xymm G@
e UepHOapoOHA HEMOCTATHUHOCT o
e XemnaTut (BB3MAJICHUE HA YSPHUS APO0O) ’s’é
()

AKO UMaTe 0TOK Ha JINLETO MJIM e3MKa, MM aKo KoxkaTa Bu ce 3a4yepBu u @IO‘IHaT Ja ce
NOSIBSIBAT MeXYPH WJIM JIIOLIeHe, TPA0Ba He3a0aBHO 1a NOTbPCUTE KOHC)’HTZ\% Jiekap.

OnpeneneHn HeXeNIaH! PeaKllui, KaTo ChbHIMBOCT, MOTAT Ja ObJaT MMO-YECTH, Thi KaT?@ WCHTH C
rpprOHaYHOMO3bYHA TPAaBMa MOTAT Ja IPHEeMaT U IPYTH JIEKapCTBa 3a JICUeHHeE, HaanMep'/é@GOJIKaTa
WM MYCKYJTHUS CTIa3bM, KOUTO UMaT TOJJOOHH Ha TiperabainH HeXXeJaHH PeaKIiny U Temecn@a
Te3W peaKlny MOKe J1a HapacHe, KOraTo JiekapcTBara ce MprueMar eJHOBPEMEHHO. &

CremHuTe HEXXETIaHU PEaKINK ca ChOOIEHH IPH MTOCTMApPKETHHTOBHS OITUT: 3aTPYIHEHO MUIIaHE,
MIOBHPXHOCTHO JTUIIIAHE.

Cpo011aBaHe HA HeKeJIAHU PeaKIuu

AKO TIOJTy4HTe HIKaKBH HEXeJlaH! JIEKAPCTBEHU peaKIny, yBegoMmere Bamms nexap win ¢hapManesT.
ToBa BKJItOUBa BCUUKH Bb3MOKHHU, HEOIIMCAHU B Ta3M JUCTOBKA, HEKETaHU peakuu. MoxeTe ChIo
Jla ChOOIINTE HEXKETaHW PEaKINK JUPEKTHO Ype3 HAIMOHAIHATA CHCTEMa 3a ChOOIIaBaHe, T0COYEHa B
Ipunoxenue V. Kato crobimaBare HeXeIIaHN PEaKIliy, MOKETE 1a AJCTe CBOS MMPUHOC 3a
noJjTlyyaBaHe Ha moBeue HH(POpMalKs OTHOCHO 6€30MacHOCTTa Ha TOBA JIEKapCTBO.
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5. Kak na cexpansiBate Ilperadanun Mylan Pharma
Ja ce cbxpaHsiBa Ha MsCTO, HEIOCTBITHO 32 JIela.

He u3non3Baiite TOBa JIEKapCTBO CIIE] CPOKA HA TOTHOCT, OTOENsI3aH BEPXY KapTOHEHATa OMAaKOBKa U
ommmcrepa cien ,,l'ogen 10:“. CpoKbT Ha TOJHOCT OTTOBAPS Ha IMOCICIHUS JICH OT ITOCOYSHHUS MECell.

brucmep: Jla ce cbxpaHsiBa B OpUTHHAIHATA OMAKOBKA 32 Ja Ce MPEIa3y OT Biiara.
bymunxa: CpxpansBaiiTe OyTriakaTa 100pe 3aTBOpEHa 3a Ja ce MPEAIas3y OT Biara.

He H3XB’BpJI$II>'ITG JICKApCTBAaTa B KaHAJIM3aluATa WU B KOHTGfIHepa 3a JOMAaIllHHU OTIIaabIn.
Iornwraiite Bamus (I)apMaLIGBT KakK 1a U3XBBPJIITE JICKAPCTBATA, KOUTO BEYC HC U3IIOJI3BATC. Tes3n
M 1€ CIIOMOT'HAT 3a OIla3BaH€ Ha OKOJIHATa Cpela.

6. Csp AHMEC HA OMaKOBKaTa U JONIbJHUTEC/IHA ﬂH(l)OpMalll/lﬂ

KakBo cbabpx eradagma Mylan Pharma

AKTHUBHOTO Bemem& ¢ nperabanvH. Beska TBhpAa Karcyna cpabpxa 25 mg, 50 mg, 75 mg, 100 mg,
150 mg, 200 mg, 225 %HI/I 300 mg mperabanuH.

Jpyrure cbcTaBKU ca: xnu?@nponnn [eNTyJI03a, IIAPEBUYHO HUIIECTE, TAJK, )KEJIATHH, TATAHOB
muokeun (E171), Hatpues na uf?mban TIPEINCTEeHA BOJa, MIEJUIaK, YepeH xkemne3eH okcun (E172),
MPONMJIEHIJIMKOJI, KAJIUEB XUIPO an KOHIIEHTPHUPAH aMOHSK), XBJIT jxene3eH okeun (E172) u

epurposuH (E127). ’S’
Kak m3rnexna Ilperadanun Mylan Phan%n KAaKBO CbbPiKa OIIaKOBKATa
(@

TBBpAM Kancymu.
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[pera6amua Mylan
Pharma 25 mg
TBBPM KATCYIH

TBBpaa KenaTHHOBA KaICylla, C HEMPO3payHO Kamayve ¢ BST Ha CBETIa
MpPacKoBa U 050 HEMPO3PAYHO TSIIO, ChBPIKAIIA OSUT IO TIOYTH OsLT
npax. Bepxy kKamadeTo u TSJI0TO Ha KalcyJiaTa ¢ Y4epHO MAaCTUIIO €
orneyarano MYLAN najx PB25.

[Ipemnara ce B 6nmuctepu, crappixany 14, 21, 56, 84 u 100 xancyiu u B
nepdoprupaHu OJIUCTEPH ¢ SAUHUIHH 03U, ChIbpkamm S6 X 1,84 x 1 u
100 x 1 xamncyna.

rabaind Mylan

TBbpaa jKeIaTHHOBA KAICyJia, ¢ HEMPO3PayHO Karaye ¢ [BAT Ha ThMHA
MPacKoBa U OSI0 HEMPO3PAUHO TSUIO, ChBPIKAIIA OST 10 OYTH 05T Ipax.
Bbpxy KanmaueTo u TSAIOTO Ha KArcyJiara ¢ Y4epHO MAaCTHIIO € OTIeYaTaHo
MYLAN nax PB50.

P 50 mg
TBBP, ancyyu [Ipennara ce B 6uncrepu, chabpxantu 14, 21, 56, 84 u 100 xancynu u B
P riepdhopupaHu OIUCTEPH ¢ STUHUTHH 03U, Chabpkamu 84 x 1 m 100 x 1
G@ Karcyia.
-
TBBp/a KenaTHHOBA KaIlCyJia, ¢ HEMPO3payHo Karadve ¢ IBAT Ha CBeTJIa
Al AipackoBa ¥ HEMIPO3PAUHO TSIIO C [BST HAa CBETJIA IPACKOBA, ChIbpIKAIIa
0 1o4TH 0531 pax. Bepxy kanauero u TSII0TO Ha KarcyJjara ¢ Y4epHO
IIperadanma Mylan | ma e orrreuatano MYLAN nanx PB75.
Pharma 75 mg »
TBBPAY KaICyJIu pemnara€e B 6auctepu, chabpxamu 14, 56 u 100 xancyau u B
nepdopupa HCTEPU C €IMHUYHU 103U, chabpxkamy 14 x 1,56 x 1 u
100 x 1 xancy @3 OyTunku, ceaspkamu 200 kancynu.
%
Z
TBbpHa jxenaTHHOBA Kanc'% HEIIPO3pavyHo Kamaye ¢ [BAT Ha ThMHA
IIPAcKOBa U HEMPO3PadyHO TSIJ'IO BAT Ha ThbMHA IIPACKOBa, ChABPIKAIIa
Tpera6amis Mylan 0s11 1o mouty Osu1 mpax. Bepxy I@%TO U TAJOTO Ha KarcyaTa ¢
YEpHO MacTUiIO € oTreyatano MY "ax PB100.
Pharma 100 mg
TBBPIAM KAMCyH [Ipennara ce B OMCTEpH, CHABPIKAIIN 21, 100 xancynu u B
niepdoprupaHu OIUCTEPH ¢ SAUHUIHH 03U, skarm 84 x 1w 100 x 1
Karcynia.
TBBpaa KeNnaTHHOBA KaICyJia, ¢ HEMPO3payHO Kaﬂaq LBSAT Ha CBETJIA
MpackoBa U 0510 HEMPO3PAYHO TAJIO, ChIBpPrKaIIa O 0 TOYTH 051
npax. Bepxy kanmadeTo U TAJIOTO Ha KarcyJjaTa ¢ YepHO, ‘M%H/IHO e
IIperabanma Mylan | orredarano MYLAN wax PB150. O
Pharma 150 mg Py
TBBPAU KarcCyau [Ipemnara ce B 6muctepu, cpappkamnty 14, 56 u 100 karcynu u B’O
nepdopupanu OIUCTEPU C SAMHUYHU 03H, Chabpkamu 14 x 1, 56 x%
100 x 1 xancynu u B OyTuiku, chabppxanty 200 kancymm.
TBbpaa jxenaTHHOBA KAIICyJa, C HENPO3PayHO Karadye ¢ UBST Ha CBETIa
IIPAcKOBa U HEMPO3PAUHO TSUIO, C LBSIT HA CBETJIA IPACKOBa, ChAbpIKAIIA
Mperabamm Mylan 0s11 1o mouty Os11 pax. Bepxy kamayeTo U TSIOTO Ha KamncysaTa ¢

Pharma 200 mg
TBBPAH KaTCyITH

yepHo Mactuiio e otneyatano MYLAN nan PB200.

[Ipennara ce B Omuctepu, chappkamu 14, 84 u 100 kancynu u B
nephoprupaHu OJIUCTEPH ¢ EAMHUIHH T03H, Chabpkamy 84 x 1 m 100 x 1
Karcyna.
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TB”pr[a JKCJIaTUHOBA KaricyJia, C HEIMPO3pavyHO Karadye € IBAT Ha TbMHaA
IMpaCKoBa U HCIIPO3PAYHO TAJIO0, C UBAT HAa TbMHA IIPACKOBA, CbAbpiKallla
O J0 IIOYTH Os1 mpax. Bpry KanmadyeTo U TAJIOTO Ha KarcyJjiaTta €

Iperadam Mylan yepHO MacTtuio e ornedyatano MYLAN nan PB225.

Pharma 225 mg

TBBPIU KaICYIH
P y [Ipennara ce B Omuctepu, chappkamu 14, 56 u 100 xancynu u B

nepdopupaHu OIHUCTEPH C €IWHUYHU J03U, Chabpxkamu 56 x 1 u 100 x
1 xamncyna.

TBBp/a kenaTHHOBA KaICyJla, ¢ HEPO3pavyHO Karaye ¢ IBST Ha CBETIa
MPacKoBa U OsI0 HEMPO3PaYHO TAJIO, ChABPIKAIIA 05T 10 MOYTH OsLUT
npax. Bepxy kamadeTo u TAIOTO Ha KarcysaTta ¢ 4epHO MacTHIIO €

erabanin Mylan orneuarano MYLAN nax PB300.

b rma 300 mg
 Kancym [Mpeanara ce B 6nucrepy, coabpxamu 14, 56 u 100 xancynu u B
,O nepdopupanu OIHUCTEPH C SIUHUYHH 03U, Chabpxkamu 56 x 1 u 100 x 1
O % KarcyJyia u B OyTWiky, ceabpkaniy 200 karcynu.
KsY

Q

He Bcuuku BumoBe OWBKI/I MoraT J1a 6bJaT MyCHATH Ha Ma3apa.

IIpuTeskaTen Ha pa3pel TO 32 ynorpeoda:
Mylan S.A.S

117 Allée des Parcs 4’}‘

69800 Saint-Priest O

@pannus /$/®

IIpousBoaure.: G
Mylan Hungary Kft, Mylan utca 1, Komérom,'%, YHrapus

McDermott Laboratories Limited t/a Gerard Laboratétigs, 35/36 Baldoyle Industrial Estate, Grange
Road, Dublin 13, Upnangus /O

Mylan B.V., Dieselweg 25, 3752 LB Bunschoten, HI/II[epJIaHZ%

Q

3a nomreIHUTENHA HHPOPMAIHS OTHOCHO TOBA JIEKapCTBO, MOJIS, CB@eTe Ce C JIOKAITHU
MIPEJICTAaBUTEI Ha MIPUTEKATEIS Ha Pa3pelieHHeTo 3a yrnorpeoa: @S

Belgié/Belgique/Belgien Lietuva

Mylan bvba/sprl Mylan Healthcare UAB ()

Tel: + 32 (0)2 658 61 00 Tel: +370 5 205 1288 Q‘}

Brvarapus Luxembourg/Luxemburg O N

Maitnan EOO/] Mylan bvba/sprl ,O

Ten.: +359 2 44 55 400 Tel: + 32 (0)2 658 61 00 Gé\
(Belgique/Belgien) Q

Ceska republika Magyarorszag

Mylan Healthcare CZ s.r.o. Mylan EPD Kft.

Tel: + 420 222 004 400 Tel: + 36 1 465 2100

Danmark Malta

Mylan Denmark Aps V.J. Salomone Pharma Ltd.

Tel: +45 28 11 69 32 Tel: + 356 21 22 01 74

Deutschland Nederland

Mylan Healthcare GmbH Mylan BV
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Tel: +49 800 0700 800

Eesti
BGP Products Switzerland GmbH Eesti filiaal

Tel: +372 6363 052

EALGOa
Generics Pharma Hellas EPE
TnA: +30210 993 6410

.9

maceuticals S.L.
Tel +3 102 712
France

Mylan S.A.S ’5’

Tel: 433 4 3725 75 %
(@)

Hrvatska ’?}
Mylan Hrvatska d.o.o. /f’}s
Tel: +385 123 50 599 o

’3’®
Ireland G@
Mylan Ireland Limited

Tel: +353 (0) 87 1694982

island
Icepharma hf
Tel: +354 540 8000

Italia
Mylan Italia S.r.1.
Tel: +39 02 612 46921

Kvnpog
Varnavas Hadjipanayis Ltd
TnA: +357 2220 7700

Latvija
Mylan Healthcare SIA
Tel: +371 676 055 80

Tel: + 31 (0)20 426 3300

Norge
Mylan Healthcare Norge AS
Tel: +47 66 75 33 00

Osterreich
Arcana Arzneimittel GmbH

Tel: +43 1 416 2418

Polska
Mylan Healthcare Sp.z.0.0.
Tel: + 48 22 546 64 00

Portugal
Mylan, Lda.
Tel: + 351 21 412 72 56

Romania
BGP Products SRL
Tel: +40 372 579 000

Slovenija
Mylan Healthcare d.o.o.

éel: + 38612363 180

&O

Slove@ A republika
Mylan sz

Tel: + 421 199 100

Suomi/Finland 's'é

Mylan Finland OY
Puh/Tel: +358 20 720 9551?

5% J//)
O
'OG
o)
United Kingdom Q

Generics [UK] Ltd.
Tel: +44 1707 853000

Sverige
Mylan AB
Tel: + 46 855 522 750

I[aTa Ha MOCJCIHO NMpepasrjekaaHe Ha JJUCTOBKaTa

[HonpoOna nnpopmanus 3a TOBa JIEKapCcTBO € IpelocTaBeHa Ha yeOcaiita Ha EBporneiickara areHIus

1o JieKkapcTBaTa http:/www.ema.europa.cu.
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