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Ceprudurar kauecrsa N 4501K/2020./NR

Hausenosanne npenapara: Beaawenn®
Cepusn Ne: D24B0420
Hosmep ananmsa: KGY/2020/4525
Aata ananuaa: 03.08.2020.

ActicTsywoimee Bemnectno:
Mpoussoanrens, ACHCTBYI0WEr0 BettecTRA:

foiyuennnie
LEIV B mams;

Coors, 1pen

Hokasameau Kauecmea

Ouicanne:

Moaanunocti:

Coors. 1pes,
(Yd-cnextpodotome i)

Norannunocrn: Coore 1ped
(TCX)
Cpeaitnn macen u 22

DAHOPOANOCTL MACCHI coTepwIMOTQ
Kaney.;

Bona (K. Qunep): 1,58 %
Pacrsopenue {BIKX):

- 4epes 2 yacy 19-239%

- Yepes 8 yacon

6%
Xew72%
- Nepes 24 guca 95- 999
X =982,
Poacreennuie npisecn (BIWX):
- mobas CAHMMUHAY npHMees 0,04 %
- CYMMA pesmece i Q.07 %
Oerarounnee OpranHveckie pacrropuTean’
(FX):
- ITaKon: NPONy e H
Mukpobuoaoruueckan werora’; Cootn. ped
Oanopognocte AOIHPOBANNE: AVu=54

(110 oHopoHoCTH MACCh)

KO.’!M'!HTH:IIIIM anpeaeneuue:
(an-cnenpo:bmwemm) 8707 mr/vane

77.00 My ‘xanic.
Ynakonka: Mo 14 CEHTG ST
Grmerep "3
OBXAIB1X/an from
ra 2 fancrepa no 14
KACNT  Bumecte ¢

HHCTPVKLHe 1o
MEIHHCKO M
NPUMEHEHIBO B

RapTONHY 10 navry

IOV4R9 | 5

S 4 S
UT HOMMBLBHO IO KOaHugCTBa Aol BYROWIRTO BewtecTsa

KANCY LI NPOAGHTHPORAHOTO deiicTRiy T8 mr2x14

Jdata npoussoacrpa: 04.2020
Foaen no: 14,2025,

Benaadarenna THAPOXApOHY
Alembic Pharmaceuticals Limited. Huans

Toepase weaatunonme ateyas CONI-SNAP 2. ¢ Becrwerny
APAIPAUHMM KoPNYCoM |t KPLIey Ko OPAHKCBO-KODHYHERO! ¢ 1(ReT
CoRpRatie cveck nenaer Hegoro n HKETTOTO UBLTA, 61 MK MOYTH
Ianaxa

YD-criex1pul norowwenis HCTIRITYEMORD M CTanaapTHOrD PACTROPOR
00aacTH 01 200 10 400 1y ADMKHN HMETH MAKCHMYMN 1t MITHIAY
NpH OAHKX » Tex KE UIMHAY BOIH {CM, nokaiarens f’Kt".‘IM‘ICU.’l‘CHlEE‘
anpene e )

Hatno wa xposarorpase HCOBITYCMOTO PECTBOPA 1O nonomeHk
HHTEHCHRHOCTI OKPALUMBAHME W Bemiyine AOTAHO COOTRETCTROBAT
RIHY Ha xpoMavOramame  pacraona CTHLPTHOIG  ofipan
BerLladakcnng CHAPOX 10 Aa

21908 Mr+10% (o1 197,17 ro 240,08 ML)

ana 18/20 kaneyn CpeaHas macea 5 14 %,
ane 2720 kaney i CPCIHAR macca + 20 7%
e Goqee 4,00%

LA craaun uenurandl LyL:n PICTROD NO.TKHO nepeiTy ;

Ly
6/6 kane. | 12412 kane | cpenmee an
W6 . | n G 40% H. 6. 30%; [
- 5 - 80% -
Hon 85 T -

|

(*8 nepecueme wa sen wipukcun AP )
He Gouice 0,1%*
He Goace 0,5%*

e Gonee 0,10 %
Kareropus 3A
Cornacno Eap Dapu
AV S 150 (n= 10), cean venonme e BBINOAHACTCSR, TO

AV < 15060 = 30), n 1ag 3030 KANCY KOMIMECTRE HHOE Coste ke
KILK.1010 M3 AFETRY I0IUNX BeltiecTs AOTKHO HAXOIINGE B WHTepRaie
0,75xM — | 25xM

484 mr+ 50, )

(01 80,60 10 89.08 iy Bellagancitnn FHAPXAOPHAR KENCY 18, Haw
7500+ 5%

(01 71,28 10 78,75 ur) BCHAddakenn kancy na

o 10 uan 14 Kancya g Gnucrep 13 NBXMBAX widonnra. 2 6 meTepn
no 14 xancyn iy 3 Smerepa no 10 KAMCY1 BMecTe

C HHCTpVKIWCH no
METHUHHCKOMY NPHMEHEHINO B R4pTOHHYIO fayky,
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Mapruponra; HLﬁMmLu_mmm_kmms~m4wq— Toprosoe
HAUMEHORAHE lipenaparz < ApeaynpeANTE AL Ok
MAPKHPOBKOR R, MEKITY HADO, tHOE HCHATCHTORANHOE
HANMCHORANKE, NerkapcTrenas hopaa, AmHposka, Kpatkoe
HAMEHOBAHME BUPMBL-NposI RO M 1y (aDFHC by, HOMED
cepun («Ne cepiy ), EPOK roakocTy («Tosen 1a »),
Ha rapromnon Na4RE 1A pyeckom AIBIKE Y Easano; TOproBoe
HaUMEeHoRa e apehapara ¢ NPCYNPCAHIC AL MO
MapEMpOBKOH &, TOPIOBOS  Hansmenopa e npenapata w
A03upoBRa  (Mr) HipHdTOM bpaias, MEKAVHApO 0
HENATCHTORAHHOE uau.\rcrmna:mc, A0HpoRKa (MT),
KOAMNeCTBG Kancyn g YIAROBKe. nexaperae unas fopma,
HAUMEHOBA e 4y COACPHDHME (vr) AenCreyIonero BCHICCTRY
(Betradaxcing FHAPOXAOPIMIG 8 epecdere  wa
ncu:laélunclm) Bl Kancyae, nepeyens BENOMOTATE AL HBIN
BCLETTS, <nocod pisenerng («]lin npuesa BHYTPh. » ),
YCRORMA oTiyeka, yciomma MPAHCHIA, 11Dy NpenTe nh Hhe
HAHeH (« Xpawum, g HEIDCTVIHOM 115 aereli secte!y,
ﬂC.\((npcrh YKasammn B HHCIPY KL 0, JOraTun
(MTHHCKH M Oyxsanu), HEIBAHKE M CTpama dritpmpe-
NpOMIBOQIrTE 14, WIPHX KoL, HOMED  perucipaumonnore
YAOCTOREPRHUS, PHCYHOK  kancy sy, DHETOIPaMMBL ¢
HEL M «Bo BpeMs ean, «Famednenno p OIHO H TO e
spemsin, «Cornaeno HEIHAYCHIIO Bpavan «Yuorpetaenne

IYET 1n10erath!n, «Toiuko sag BIDOCTRIN S
AARONCKHE TexHUECH 10 SHAKH, HOMEp Cepiin {«No CEPHI Y,
NaTa ucTeuenns CPOKE roanocTy («[oaen RO%), epelctho
naeHTHG KA Y {2 D KO, FA0BRALHMT
HACH DKL MO R 1 HOMED TOPronofi eammmyng (GTIN,
HHAHBHAY @ 1b Kb Cepithnf HOMCD TOProsoi  eammig
(SN2,

Xpanenne Coora 1ped

Cpox roanocty 5 aer

[

Kavecmaa PDupag capanmupyem vayecnso e danine vy nokg e e
= Hepeeyunpuoe wenwmanue, swnowsemes NELROL Cepun emcecodns daree o (S

i !."(,’w?jﬂﬁpir'll.’ HCRRmOKNe, anng IMACIMER Dt adwon COPUN oo POSIOMY, O il

lia_Saucrepe wa PYCCKOM AIBIKE  VKAILBAKOT . TOProa
HEHMEHORHME fpetapara ¢ NPEavnpe tirre e
MapKHpORKOl R, MERAVHAPOIHOE HCNATE rORaKy
HaMMeHORaNNE, NEKAPCTECHIY 0 Gopmy, AWSHPOBKY | kpaTk,
HaHMeHOBaHIE PHPMBI-HpOIaBO AN TR 18 («ITHCH, o
Cepiti (o Ne ceppnn CPok roanoeT («Iosen oon )
PLmnmmmimaﬂw 13 PYCCKon 23 LIKE YRASLIBAIOT. Toprose
HEMMEHOBaMMe npehapara c APCay npere thne
MAPKHpoRKon W, TOPTOBOC  HAMMEHOR2H e npeplapary
ADMPOBRY  (mp) upnhron  Bpasing. MCRTVHAPG 110
Henatenronanpoe HauMenosanie, 10THpOBIK, (Mr
KOAMMECTBO Kancys g VABKOBKE, ASKAPCTRE N L hopay
HAUMCHOBRKKE 3y Concpaanie (Mr) ACRCTBY IORICTG Beiecty,
(Bennadakcima MHapoxaopHaa W g tepecheTe gy
Benaatakey) g | KAlcyne, nepeuciy, BENOMOTATE Tk bp
BeillecTs,  cnocoG APHMCHCHHR  («[Lan NPHEMA  Byvipy )
YCAORHA OTNYCKE, yenopus YPAHEHUR, NPeRVIPE AT i
Haanuen («Xpamirrs g HEOCTY NHOM 19 ACTEN mecTe!s
“«CMOTPETS ykazanpy 8 HHCTPY UM ), T0r 0T (1aTHHCK Iy
OyksaMu),  wasmamme CTpaHY cbupuba-npomm:;m:wu.
WIPIN-K01L.  Homep perscTpamonor YAOCTORERCHIY,
PHCYHOK Kancyis, MHKTOrpaMME © HaTihegum: o Bo epews
Cabn, «Exeanenno 8 oang H TO e mpemas, «Cornacuo
HazHaienno  mpayan, «¥nompefinenne LIKOIOI8  Caemer
widerants, « Toauso AR BIPOCARINY, TBOCK He TEXHMYECK e
IHAKN, HOMED cepui (uNa CEPHMIN ). ATy weTeuenus CpoKa
roanocm («Toaen o), CPEACTRO MACHTH KA (2 ) K1)
raodrIsHbf HIACHTUD MK BUHO MY L HOMED TOProBon e
(GTIN:}, . HHANBIIYQTBHBA  copMithig HOMED  Topramci
CANHMIE (SN

[pu TEMACPATYPe He Rbune 30 %
5 ner

MAKQIAME e eem s e ELVEeH o r-qmr:.rfn.nmr

e 1041z ¢ EIU. RO Y danywen RORAIMETH 80 e finttin v

BN & (1’;7”?”@#’{1”’ KNawecmaa rbilp"(f capaimurvem NeVe CHBG Glnnawy HERQIame 1o

‘B

Mpoursopnrenn: 340 “Dapmauentuiecinit 13 B0 IHCw, Benrpuy / Egis P
ut 65, Hungary

DacoBumng, Ymaxosuug: 3AQ “DRpMaLe BT ey Baor MHC,, Beirpun
kiraly ut 68, Hungary

Brinyceraoumn KOHTPOAL KavecTna: 3A0 «DapsanenTigecin 11801 IHC»,

Kormend, Matyas kiraly ut 65, Hungary

Dupua 3A0 «hapmanertiueckuf 3800 BUHOY (By aanei - Bewrpua) raparry
pEnaparTa, skawuas cro YUaKoBKY W Kkowrpoas KauecTsa, noaxocTy,
IPOMIROACTBEHHON Mpax ik (eGMP).

Dupma TAPANTHPYCT, w0 kayeerno YRazannoro g HACTOR oM
yreepxaennoi HJ1 Ne JCP-000030 — 150618, a Taiwe Mastenenmo No

Képsena, 23,1 1.2020.ro11a

WO/04RY | 5

harmaceﬁ{lcals PLOw, 9900 Kormeng, Matyas kiraly
/4 Egis Pharmuceuticals PLC, 9900 Kormend, Matvas

Benrpun / Epis Pharmaceutieals PLC, 9900
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