EKJIAPALIASL O COOTBETCTBHH

JIEKJIAPAHT, HPHHPIMAIOIIII/IIK EEI{JIAPAJI.I/IIO (0] COOTBETCTBHH

000 "2IHC-PYC"

Cgedenus 0 pecucmpayiiil opeanu3ayui: MecpatioHHaA uncnexyusi PedepanbHo
2. Mocxee 1 2.04.2007, OTPH 5077746558160, oama NpUCEoCHUs OIPH 12.04.
Aopec: 1211 08, 2. Mockea,yh. Heana Ppanko ,0.8. Tened:ou:8(495)223-01 -04,¢

B nuye: I' eHepanbHbLil QUPEKTNOP Cupyucko O.B.

3ASBJSET, YTO

KapmonHbie, PV Ne JIC-000346 om 02.04.2010 (dama 3ameHbl 17.01.

L,
!
\

COOTBETCTBYET TPEBOBAHMAM
JIC-000346-170118
}IERJIAPAIIPISI NIPUHATA HA OCHOBAHMM

] JNEKJAPAIIH 19.02.2019
j?ICTBuTEJ[bHA IO 01.10.2020

P

245

adpec op2anuzayu. 115280, 2. Mockea, yA. Macmepxoga, 0. 4, 3m.

| caiim: oykK.pP.

1 lIEKJIAPAIlHﬂ 0 COOTBETCTBHH BAPEFHCTPHPOBAHA Mo

nu 19.02.2019

e

MONMHCH

yRaKosox, 200en do 01.10.2020, npou3eoocmea 340 "dapmayesmuie
Pharmaceuticals PLC, 1165 Budapest, Bokenyfoldi ut 1 18-120, Hungary Ko
B3l 3004900002, konmpaxm Ne RUS 1/08.11.201 3 om 08.11.2013, ungotic N

Jlosepenroe AUYo: 3unuenxo H.C., d0gepeHHOCTTD p-014 om 14. 05.2018 2.

2018) , cep

NPOMOKOR ucnvimanuil Ne 913mom 18 02.2019 H/T 000 HI] "@APMOBOPOHA g
POCC RU.0001.21®J40, Cepmuguxam POCC HU. OM08.C34071 om 18.02.2019

CBE/EHUS O PETHCTPAIIM

OPI'AH IIO CEPTHO®UKALIAH, 3APEI‘I/ICTPHPOBABIIII‘II71 NEKJIAPAIIMIO

RA.RU.11&M08 OPTAH 110 CEPTUOHKALIHH TPOAYKIHH OBIECTBO C Or PAHHYEHHOH

OTBETCTBEHHOC ThIO "OKPYKHOH LEHTP KOHTPOJIA KAYECTB. A

i HA020801 CAYHCOb! Ne 46 no

2007.
axc:8(495)223-01-50

NeKapcmeenHoe cpedcmeo: Xapmun, mabnemxu 5 m2 7 wm., ynaxosKu ayeiikogbie KOHMypPHbIE (4), nauku

us 308041018, napmus 33154

cxutl 3600 ITHC", Benzpua, EGIS
o OKIT2 21.20.10. 148, ko0 TH
5451943 om 01.02.2019

ammecmam axkpeoumayuu

_ 3unuemxoHCG.

®.H1.0

5, nom. 1, kom. 1, aopec op2ana no

cepmupuKayuu: 115280, POCCHA, 20po0d Mockea, yn. Macmepkoéa, o. 4, om.

55 meﬂ.:(495)788-02-88, 8eb-

POCC RU A-HU. OMO8.A.16164/19

TNunenko U.B.

PykoBOAMTENb ocC




rE 9
EGIS
&

3A0

«®apmauentudeckni  3ason ITHO»

1106 - Benrpus, bynanewr, ya. Kepectypu 30-38.
Tenedon: (36) -1-803-5554 Tenedakc: (36)-1-803-5556

Cepruduiat kagecrsa Ne 236/2019./Smaza

HanmenoBanne npenapara: Xaprua® Tabaerku 5mr 4x7

Cepun Ne: 3080A1018
Homep ananusa: TAB/2018/2986
Jarta ananuia: 26.11.2018.

Hexazumeny Kaqecmesa:

Onucanne:

TToANMHHOCTE PAMHIIPHI:

TloaAHHHOCTL HeJie3a OKCHAR KeNToro:
(1lsemuan peaxijus)

[T IMHHOCTD %ee3d OKCHIN KPRACHOTO!
({leemunan peaxyus)

Cpeauns macea:
OnHOpoAHOLTH 110 MAcee:

Pacrsopense:

Poacreennnie npimecn (BOXX):

- nipuseck A (MeTHIOBEIR Smp pamunpmiia).

- npuscece B
(W3011pONHIOBLIA Hp paMunpunal:
- npusect C (FCKCArHApOPaMENPUI).

- npumeck D (paMunpua AHKCTOIHICPA3HI)

- npumecs E (paMuiopi AHKHCEI0Ta):
- eAMHHYEAS HCHACHTHUIL NPHMECH:
- CyMMa npHMecei
MurpoGuonorHIecKas YHETOTA!

OaHOPOAHOCTE 103HPOBAHNSL
{METO/1 NPAMONC ONpeICAeHs)

KoauuecTaennoe onpeaenenne BOKX )

Ynaxoska:
Mapruposka:

Jata npoussoactrea: 102018

Toaen no:

Honyuennste
pevismanel:
Coots. Tped.

Coors. Tpeb.

Coors. Tped.

Coors. Tped.

129.8 mr
Coors. 1ped.

96-98 %

menece 0.1 %

smenec 0,1 %
mence 0.1 %
0,1 %

menee 0.1 %
menee 0,1 %
0,1%
Coots. Tpeb.
AVip=42

4,888 mr

98%

Coors. Tped.
Coots. 1ped.

10.2020.
Hopym:
CBeT0-po3ossIe HAU OPANKERO-POIOBLIC,

BOZMOMHO ¢ MPAMOPHOH NOBCPXHOCTEHIO IUIOCKHE
opateHbie Tabmerkn ¢ Qackoll, ¢ pHexol M
rpasuposkoil R3 na oxuol croponc Talactkd, o
pHCKami Ha GOKOBBIX TIOBEPXHOCTAX.

Bpems  yaepxuBands  OCHOBHOIO  nHka  Ha
XPOMATOIPAMME  HCIBITYEMOPO  PACTBODA  JOIIKHO
COOTBETCTBOBATh BPCMEHH  YACPKHBAHHA  [HKa
PAMHMIPHAZ HA  XPOMATOIPAMME  CTARAAPTHOTO
pacTeopa

OGpazvercs  KpacHoc  OKpaliusaHue,  KOTOpoe
ycuesner nocne n00ABNEHHS PACTBOPA XIOPHCTOH
pryTH

O6paloBaHHe TEMHO-CHHLTO oCaika

130 Mr #+ 5% (123,5 - 136.5 mr)

OTKJIOHCHHE OT CPEAHCH MACCHI

7nn 90% (18/20) Tabnerox — He Sonce = 7,5%:

aas 10 % (2720) Tabnerok — we fonee + 15%

He medee 75% (Q) 0T HOMUHAALHOTD KONMMCCTRA
NEiCTBYIOMEr0  BEIECTBA  JIOKHO nepeiitn B
pactBop 3a 30 MuH.

He Goaee 0.5 %

ne Gonee 0.3 %

ue Gonee 0.5 %

e Gonee 1.5 %

ne Gonee 4,0 %

ue Bonee 0.2 %

e Gonee 5,0 %

Kareropus 3JA

AV < 15,0 {0 = 10), €ciii YCAORHEC HE BRITIOTHACTCR,
o AV < 15,0 {n = 30), u ans 30/30 Tadnevox
KOMMMECTBEHHOE COAEPIKAHME ACHCTRYIOWETO
BCLIECTEA TONKHO HAXOMTLECH B HHTEPBANE
0,75xM - 1,25xM

5,000 Mr +5%, -8% (o1 4,600 a0 5,250 sr)

(ot 92 a0 105 %)

B COOTBETCTBUM ¢ HOPMATHBHON IOKyMeHTaUHeR
B COOTBETCTRHH ¢ HOPMATHBHOI JOKYMEHTALHEH

Mpouisoautein: 3A0 «DapmMauesTHIECKRI 1AB0A IHC» 1165, ByaanemT, ya. Bekensgeaun 118-120, Benrpus
Macopmm, ynakosuuk: 3A0 «@apmauesTHUeCKuUH 3aB01 ITUC» 1165, Byaanew, yia. bexenbdenny 118-120, Benrpus
Buinyckawuuil KoHTPosib KavecTea: 340 «DapuauenTiuecknii 11601 I HC» 1165, byaanewy, yu bekenndenin 118-120, Benrpus

upma 3A0 «DapmaticaTaveckult 3asoa BITHC» (Bynancur — Benrphs ) rapaHTHpyeT, 410 ITPOHIBOACTBO YKAIQHIONO B

HACTOALLEM CEpTRDUKATE NPENAPATA, BKAKOUAS CrO YIIRKOBKY ¥ KOHTPOIL K
Aciicreyromux «T1pasmi OpraHH3aiii NPOHIBOICTBA H KOHTPOIR KaMecTBa

J4ECTBA, NOAHOCTBIO COOTRETCTRYET TpeboBaHNANM
JCKAPCTBEHHLIX CPE/ICTBY {eGMP).

DupMa IapaHTHPYET, UTO KAYECTBO YKa3aHHOIG 8 HACTOALIEM cepTubHKATE NPENAPATa COOTRETCTRYET TPebOBaHHIM

yreepaaentoit H JAC-000346-170118.
Byaanewr. }Lk Of. Qeot s,

FACDapMAUesTHYRCRHA lasosz ATHOS

ey

CVO452 | WIARTEINT - BEHTpR
LM

f\‘%); C~ e

Cunsecrepae Jp. Kum Jpaxa
KpanuhHOHPOBAHHOE MHIO




