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| 000 "IFUC-PYC"

11 | Coedenus 0 pesucmpayui opeanu3ayuil’ MedicpatioHHas UHCHEK YU (DedepaibHOU hano20601 Cyichot Ne 46 no
e Mocxee 12.04.2007, OFPH 5077746558160, oama NpUCeoeHUs OPH 12.04.2007.

Aopec: 121108, 2 Mockea,yn. Heana @patxo ,0.8. TEﬂe¢aH.'8(495)223-01-O4,¢arcc:8(495)223-01-50

| B auye: TenepanpHotii Oupexkmop Kwuwmodg Meuucaas Cryn

\ Jlogepennoe Juto: 3unvenxo H.C., 0ogepentocme 48 om 01.07.2019 2.

| 3ASIBJSIET, UTO %

! yexapcmeeHHoe epeacmeso: | anudop, pacmaeop Ot BHYIMPUBETIHOZO U GHYMPUMBLULEHHOZO gaedenun 25 mema 2 | |

1 A, amnyast (3), ynakosku aueiikogpie KOHMYPHBIE (2), nauxy KAPMOHNDBLE, PV Ne IT N012430/01 om 31.08.2010 ||

| (oama 3amenbl 14.12.2017), cepud T028B0319, napmua 0469 ynaro8oxk, 200eH do 31.03.2022, npou3eoOCmed \
b

L 340 "@apmaL;esmw;ecxmi saeoo DTHC", Benepus, EGIS Pharmaceuticals PLC, 1165 Budapest, Bokenyfoldi

|

ut 118-120, Hungary, xod OKII/I2 21.20.10.144, ko0 TH B2/ 3004900002, koHmpaxm Ne RUS 1/08.11.2013
om 08.11.2013, uneotic No 5452723 om 21.06.2019 \\

COOTBETCTBYET TPEBOBAHUSIM
i NOI12430/01-14121 ¥

I{EKJ[APAIIHH TIPUHSATA HA OCHOBAHHHA
| npomoxoi uensimanuii Ne 3682m om 05.07.2019 HJI 000 HI{ "APMOBOPOHA", ammecmadm
\ axkpeOumayuy POCC RU.0001.21J140, Cepmudhuxan POCC HU.®OMO8. C43528 om 05.07.2019
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| | OPTAH IO CEPTU®UKALIUN, 3APEFHCTPHPOBABHlHﬁ JlEKJIAPAI],I’IIO
| RARUI MO8 OPTAH 110 CEPT. HOUKALIMH TPOJ VKIJAH OBLECTBO C OrPAHHWIEHHOH
OTBETCTBEHHOCTBIO "OKPY)KHOH UEHTP KOHTPOJIS KAYECTBA",
adpec opanuzayiu 115280, 2. Mocxed, Y. Macmepxoea, 0. 4, oM. 5, nom. 1, kom. 1, adpec opzana ho
et ~cepmuq‘mxm;uu:i-IS-ZBO, POCCHA; 20p00 Mocrcaa;"yjr"Macmep'a'aaar,"’ar”zt,"a‘rﬁ: 5 mien T (495, )788-02-88, 6¢6- h
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3A0 «@apuauenruqecmm sason  IUCH
1106 - Benrpna, byaanetit, va, KepetTyph 30-38.
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Ceprugurat rauecrna N 2661/2019./Smaza

laliMeHOBAHNE HpeRApaTa: [aanaop’ paciBop LIS BHY {pUBEHHOTO W BRYT PHMBILIERHOTO
pejenus 25 mr/ma 10x2 ma
Cepus N TO28BU31O Jlata HPOH3IBOACTBAL 03.2019.
flomep anaanial [NJ/2019/438 {oaex A0 31.03.2022.
JlaTa aHananda 0%.05.2019.
Joxazame/ii Kauyecmed: [Toayuentivie pes VIl Hopaat:
Ornucanne: Coors. Tped. Tipu3pasitbif, GecupeTHuIR WK CHETAO-3EEHOTO  NBCTE
pacisop. Oe3 saiiaxa
{loa HHHOCTL! Coots. 1pe0. OCHOBHOE HHTHO HA XpomMararpavMe He [LITYEMOTD
(TCX) pacTeopa «Aw 110 BBETY, pa3MEpaM 1 peanuune Ry 010

COOTBETCTBOBATD OCHOBHOMY TIATHY SeniiHriana na
SPOMATOIPEMME CTANAAPTHOTO Pac rropa «B».
1o MHHOCTB! Coots, Tped. Marencusnas poioBas oKpacka 1pi ADBARACHNH
pacTBOPOB [IEMAKTAHATA KLHS 1 cepHOH KHEHOTHL tipy
KIEMCRIH HOYYEHHOTD pacTBOPA - FaNaX
Hemaapiaernid

fK{i‘lL"L'!??é?L’HHé?}! }'h.‘d?i'}{!i)“

fipospaunocys Coois, 1ped. PactRop A0IKCH OpiTh HpO3patHbiM

HipeTnotie: Coors. Tped. [laeT PAcTROPA JAO/KCH Gty ne DOACE MHTCHCHBHEDL
enerace GY Gea ATAUIGHR LBETHOCTH GY, win BY 1o Enp. $aps.

pH: 6.0 Or 5.5 a0 6.5

AexaHuieCKHE BRA e NI

- HEBHAHMBIE HaC THILBL

- pasMepoM 10 mra 1R winJamnyia e Gosee 6000 wiT. / amMnyaa

- paaMepom 2 25 MEM: 6w /aMnyia e Bonce 600 W, [ amMnyad

. BHAHMBIE HACTHUBL Coots. Tped. Tlps  BH3YATRHOM 0CMOTPE  MEXAHHMCCKUE BRIDOUEHIE
JOMKHDBE OTCYTCTBOBATE

PoacTenBbie APHMECH (TCX): (guipaxceno 6 nepectene wa Benyukaand drymapam)

- FARION senee 0.01% e Gonee 0.5%

- moban HenaeHTHG. IIpHMECE senee 0,01% we Honee 0.5%

- CyMMa NPHMCCER menee 0,01% ne Gosee 1.0%

Mipaexaemblit 0GBeM: 2.0Mn e mence 2,0 M0

BakrepuaibHbie JHAOTORCHHBL aesee 1,20 D/ Conepranie BaKepHansibix JACTOKCHHOB J10IHHO
Goers Mesee B7.41 EDAMA

CrepHabHOCTD: Coors. Tped. [ipenapat A0KEH Gurf s CTCPRILHLIM.

K OoAH4eCTBEHHOE pupeeenne 4% Mr/ampyia (2Mm) B ammyne (2 sa): ot 47.5 10 525 Mr

_imump:z,m’mpn}é:". OenHixiiana q.!_\ Siiépd'! i

B 1M or 237590 26,25 w1
Genikaana pymapara
YHaKoBra: Coorn. 1ped. B} COOTBETCTRIM U HOPMATHBHOH A0KY serTauHed
MapKupoBRa: Covts. Tpel. B cooiBerCTBAR C sopmaTHiHoi AokyMedTaLmed
flposiBoAR TR A0 «Bapmanest pueckuil 1aBoa SPHCH 1165, byaanemt, yi. DewenbHe 118-120, Benipud

@ACOBUIIK,Y IRKOBUIHED ¢ 3A0 «rapranesTHUCCRIR samoi I HC»H 1165, Byaanent, vit. Bexennhe L 118-120, Benrpua
BranycKkaimil KenTpo-Ik wauecvan: 3A0 «anuantmw{ctxnﬁ sapon 3HO» 1165, bhyaanewt, ¥ Bewenneann 1 18-120, Benrpus

Gupma A0 «mapnamtmw(ccmm sapoa 3THC» (byzanewst = Benrpual rapaNTHRYET, W10 IPOH3BOACTRO YKEIAHHOTO B aacTosuieM cepTiduKane

npenapara, hKAKMAE €0 yiakosky M KONTpUlE KAuCCTRA, ADAHOCTHIO COOTRETCTRYET TPLOOBAHHAM Jeicreyrounnx «[ipasi OpranNIALHiL
APOKIBOACTEA # KOHIPORR FANCCTRE IEKAPCTBEIIbIX CPCACTEY {cGMP).

dupma rapanTHpYeT. WTO KAYECTRO YKA3AHHOTO B HACTOALLEM CepTHUEATE npenapara COOTBETCTBYET rpedoBaHitam
ywepmxenﬂoﬁ HANTI N{O12430/01 ~ 141217,
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