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[TOJTYYEHHBIX B Pe3yJibTaTe BO31eHCTBUS HE6HHFOHPHHTHI:JX XHMH‘IECKHX,

OHONOTHYeCKNX, pamHalHOHHbIX dakropon

No RU/2021/20-2-4181068-BPO-JIC

MuHMUCTEPCTRO 3paBooxpaHeHus Poccuiickoii Denepanmu

(Hanmenoeanue oprana FOCYIapCTBEHHO BIACTH rocy1apeTsa - yiena
Epazuiickoro skonom WYECKOro co3a, BhlIaBliero 3aKyIroueHue)

Brinano 000 «Opron D®apmay, 1 19034, r. Mockaga,
nep. Ce4eHOBCKHiT, oM 6, ctpoenue 3

(Hazeauue opranmsaun, FopHanyeckuii anpec, ctpana/ s Gpusnueckux muy D.H.0.)

BH}I IepeMeIeHus BBO3 JICKAPCTBEHHBIX [IpernapaTon

(Bun nepememenns)

2.14

(Paznen eamnoro MepevHs) (Kox TH B3] EADC)

HaHMEHOBaHHC TOBapa, Koa

=
‘ WHECTBO, CAMHILA N3MepeH s -—
t‘oproaoe HalMeHOBaHHe JleKapeTBeHHOr O npenapara: Mpeanon-JI ]




ME?KII_\'HR[)OJIHOE HE"HT(‘!HTGBHHHOB, HITH Fp)’l’l"“pOBO‘IHOC, HTH
XHMHYecKoe HAUMEHOBaHHe:

METHINPEAHU3010Ha HaTPUs CyKiHAT

Jlekapcrrennas dopma: THOGUIN3AT 119 NpUroTOBaEHNS pacTBopa s

BHYTPUBEHHOro 1 BHYTpHUMBbILLIEYHOrQ
BBCIEHHUA

Jo3upogka:

BCIIOMOraTe/IbHbIX BellecTB:

METHJINTPEeTHU30/10HA HATpUs cykuuuar 250 mr (MeTunpeTHM30T0Y | 88.5 mr), BCIIOMOraTeaILHbIe
BelnecTsa (Harpus docgar ABYXOCHOBHBII (Ge3BoaHbI), HaTpus XJ10pu)

®opma BbInycka: [mwodunuzar nns lIPHIOTOBNIECHUA pacTBOpa
A7 BHYTPUBEHHOTO U BHY TPHMbIIEYHORO
BBEJIEHHS,
250 mr (amnyna) x | + pacTBOpHTENb-BOAA [is
MHBEKLHIT (amniyna) 4 mi x 1] x 1 (nauka
KapTOHHas)

Homep cepun (mapTun): 21E101821]

Obnem cepun (mapTun), eannnna H3MepeHus: 51697 (nauka)

HAata Bemycka: 28.05.2021
Tonen no 30.04.2025
HaumenoBanue u allpec BAalebUA PErHCTPAUHOHHOrO 'encenta Unau Canan ge Tumkaper AL,
yaocToBepeHus Typums, U Kynenepu. Jlesent Max, Menrem
Cok., Ne 10 Kyze 2, Kar: 24.4 Jlegent
Bewkram / CramOya. 3433

HonyanenL/OTnpaBHTenb 00O «Opwuon Papmay. | 19034, r. Mocksa.,

nep. CeueHOBCKHIH, 10M 6. cTpoeHue 3
(Haspawue, ropumnueckuii azapec, crtpana)

Ctpana HasHaveHus/otnpasnenus Poccuiickas Denepanus
Lleas BBO3a BpeMeHHOE oOpaitenne

Cpok BBO3a  ---
OcHoBanue: 3agpienme No 1104671 ot 21.07.2021

Hononuurensuas HHpOpMaIys :

ITpomsBoacTeennbie MIOWA KN, y4acTByOle B Ipouecce TPOH3BO/ICTRA JIEKApCTBEHHOTO npemnapara, ¢ vkasanuem
CTaInii Npou3BOICTBA, HA3BAHMI 1 hakTHuecKuX apecos MECTOHAXOKIEHHS

!j?paumot)cmea 2OMOGOI AeKapcmeen ol dopmer I'encenta Mnau Cawnan ge Tumkaper A 1.

MakTHdecknii aapec MeCcTOHAXO0KICHHS NPOH3BOACTBEHHOI MTOMWATKY:
Sanayi Caddesi No:13 Yenibosna Bahcelievler Istanbul 34196




Hepsuunas ynaxoera

Bmopuunan VRAKOGKa

Boiny

Sanayi Caddesi No:13 Yenibosn

Ctpana tpansura -

'CKar i Koumpo.io kayecmea

DakTuuecknii alpec MeCTOHAXOKTeHNs MPOM3BOACTBEHHOI NT0IAKY:
Sanayi Caddesi No:13 Yenibosna Bahgelievler Istanbul 34196

DakTuyecknii a4Apec MeCTOHAX0KAeHHS NPOH3BOACTBEHHO MTowmaTKH:
Sanayi Caddesi No:|3 Yenibosna Bahgelievler Istanbul 34196

DakTHuecknii dlIpec MecTOHAX0KIeHHs NPOM3BOACTBEHHOM MIOIMATKH:
a Bahgelievler istanbul 34196

Pazpemenne ACHCTBUTEIbHO IO 31.12.202]

3amecturens Munucrpa

23.07.2021

lencenta Mnau Canay ge Tunxaper A LI

'eHcenta Unay Canau ge Tumxaper AL

l'encenta Mnay Canay ge Tumxaper A.11I.

r

MOANMHHUK 3neKTpoHHOro AOKYMEHTE, NoanucaHHoro 3an,
XPAHIATCA B CUCTEME 3NEKTPORHOrO ROKyMeHTOOGOPOTS
MurncTepcrea 3apasooxpaqenns
Poccuiickoin degepayun,

CBE/IEHWS O CEPTUOUKATE 30

Ceprugukar; 01D?G4SF32241»\30000000(3900060002
KoMy BbigaH: narones Cepreit Bnaaummposmy
feiicTBuTenen: ¢ 16.02.202: go 16.02.2022

C.B. I'marosnes



Bor

GENSENTA PHARMA

Haumenopanue Npenapara;

Cepug No:

HAata nposegenns ICOHTpo.IsI:
HaTa npouzBogcrea:

Hara uerevenms CpOKa roxnocyy:

UCIIBITAHUE

Onucanpe
Hoxmunocts

BOXX

Vo

Boccranosnenngrii pacTrop

a) INonuora pacTsopenus u
npospaynocTs pacTBopa

b) Buaumeie YACTHIIEY

pH

Boga

OnmHopomuacrs A03HpoBaHua

CroGogusrii METHIITIpe JHH3 0101
Konngecrnennoe onpeesieHHe

Bakreprannunie SHXOTOKCHHBI
CrepuibHocTs

Mexaunveckne BKJII0YeHusn
Hepummmzre YACTHLIED:

YacTuuer > 10 muum

YacTHue: > 25 mum

CEPTHDUKAT AHAJIN3 A

Ipenson-JI 250 Mr, THOHNIM3aT nng NIPUTOTOBNIEHUY

21F106121
28.07.2021
04.06.2021
31.05.2025

CI'IEI.IHCDHKA.HHH

Benag THOdMIM3HpORaHKag Macca B GecrireTHoI} amryrne,

Bpems ynepxumanns OCHOBHOTO ITHKa Ha XpoMatorpaMme
HCTBITYEMOTro pacTROpa nomkHo COOTBETCTBOBATE BpeMeHy
YAepKUBaHUA Nuka MeTHNINpenHuzonoNa Ha XpoMartorpamme

CTAHIAPTHOTO pacTRopa.

CHCKTp HCIIEITYEeMoro 1 cran,nap'mor 0 pacTRopos COBNIanaroT

B OTHOLOEHHH IIIHH BOJTH, npH KOTOpEIX OOCTHTaeTCs

MaKCHMamhHoe noryomenue,

AHATIOTHIHEIM 06pazowm,

ITpu Busyansnom KOHTpone pacTeop npakTiyecky ne

COXEPKUT YacThIy TIOCTOPOHHMX BKMIOUeHMS,
7,0-8,0
He 6onee 2,0 %

CootrercTryer Tpebosauusm Egp, Dapwm. 2.9.40

He 6Gonee 3,00

ConepsxuT He Menee 95,0% u He Gonee 105,0% ot
3aABJIEHHOTO COEPKAHMY METHIINpeNHU300H],
He Gonee 0,17E3 Ha 1 mr METHIINPETHU30M0Ha,
Crepumno

He Gonee 6000 / amryna
He 6onee 600 / aMIryna

PE3YJIbTATHI

Cootsercrayer

Cootaercrayer

Cooteercrayer

Cootgercreyer

Cootsercrayer

7,5
0,3%

CoornercmyeT
TNIOKa3aTemo
nipremnemocry: 0,6
(n=10)

2,0%

100,4%

<0,0410 E3/mr
Crepuneno

208
11

Atnc Mexgec (Hatice Mehves) om Auya
PykoBoautens otnena KOHTPOJIA KauecTna
/nodnuce/

Allmann;: “TEHCEHTA "/
720.08.2021/




Homep nokymenra: YB-SOP-00008-EK 18
%Gph Pen. Ne 020
GENSENTA PHARMA

CEPTH®HKAT COOTBETCTBUS TPEBOBAHUSM GMP (EC)

@Ta MOAroTOBKY cepTHduKaTa )20.08.2021
Komnauus OPHOH (ORION)

Hassanue nposyicra BHYTPHBEHHOTO U BHY TPHMBIIEYHOrO BBEZICHHA B KOMILIEKTe ¢
pacTBopuTeneM

Kox matepuana ‘2 1000047
1 ammyna + 1 PacTBOpuTeNs + | Ayelixopag YNaKoBka + 1 mucTok-

Pasmep ynaxopky e :

Cepusa No 21F106121

Prinok Poccus

‘l;:mcrpannonnoa YaocToBepenue Henpmuesmgo

Pasmep cepuu HepachacoBanmorg $1748 i,

IpoayKTa

Beimymennoe KoJingecTBo 51523 ym.

Hata NpousBoacTRa 04.06.2021
Hara ucregenns CPOKa rofHoeTy
Hpouanoncmeuﬂan ILIOINa K]
lllmmamca, OCymecTBIAIOmag
MaKOBK
]I.rmruamca, OCYIEeCTB A0 a 51
TPOH3BOACTRO akTuRHOrG
HHIDeNHEHTa

Cepus PacTBoputens No 20096623, 20096643

Henpumermvo

CEPTH®HKAT COOTBETCTRILY TPEBOBAHHAM GMP (EC) 172




DHO V7 O/THOMO YEHHOIO JIHIIA

Homep noxymenra: YB-
Pen. Ne 020

SOP-00008-EK 1 8

2/2



