G ~
3G

GENSENTA PHARMA

HaumeHnoBaHue npenapara:

Cepus Ne:

JaTta nposeleHHst KOHTPOJIs:
JlaTa npou3BOACTBA:

JlaTa ucTeueHHs CPOKA IOAHOCTH:

UCITIBITAHHUE

Onucanue
oA THHHOCTH

BOKX

Vo

BoceTaHOBEHHBIH pacTBop

a) [TonHoTa pacTBOpEeHHs 1
NpO3pavHOCTL pacTBOPa

b) Bunumble 9acTHLBI

pH

Boaa

OaHOPOAHOCTH 103HPOBAHHS

CB0OOOAHBIH MeTHINPEIHU30I0H
KonuuecTBeHHOE onpeleieHue

bakTepHaiabHble YHAOTOKCHHBI
CrepuiibHOCTB

MexaHHnYecKHe BKIOYEHHUA
HeBugnMbie 4acTHLIBL:

Yactuupt > 10 MKM

YacTuusl = 25 MKM

CEPTUOUKAT AHAJIM3A

[peanon-JI 250 Mr, TMOGUIKM3AT A4 NPHIOTOBICHUS PACTBOPA 71 BHYTPUBEHHOTO
1 BHYTPUMBILLEUHOrO BBEIEHHA, B KOMIIEKTE C PACTBOPUTENIEM

211145821

Oxtabpb 2021

Centsdpb 2021

Asryct 2025

CNEUUOUKAUUN PE3YJIbTATbI

Benas nuoduan3upoBaHHas Macca B OeCLBETHOH aMmylie. CooTBeTcTBYET

BpCMH yaepKHUBaHWA OCHOBHOTO NMHKa Ha XpoMaTorpamMmme
HCIILITYEMOIO pacTBopa JOJIP)KHO COOTBETCTBOBATH BPEMEHH
yepKHBAHUSA MUKA METHIINPEAHH30I0HA HA XpOMATOrpaMme
CTAHJAPTHOTO PAcTBOPA.

CnekTp UCMbITYEMOrO U CTAHAAPTHOIO PACTBOPOB COBMANAIOT
B OTHOLIEHWH JUTHH BOJH, NPH KOTOPbIX JI0CTHTAETCA COOTBETCTBYET
MaKCHMaJIbHOE MOrOoLIeHHE.

CooTBeTCTBYET

TBEpﬂOe BELUECTBO JOIKHO pacTBOPUTBCA MOJTHOCTBIO, HE
OCTaBUB BHIAHUMbIX OCTAaTKOB B BHIC HCPACTBOPEHHbIX HACTHLL
BoccraHoBIeHHBIH pPacTBOp HE AOJIZKEH ObITb 3HAYUTEILHO

N CoorBercTByYET
MeHee Tpo3payuHbLIM, YeM PaBHbIi 00beM pacTBOpHTEIIA,
MOMEIIEHHbIIl B aHATIOTHYHBIIT COCYL M UCCNIEA0BAHHBIM
aHaNorHaHbIM 00pa3om.
TTpW BU3Y&ILHOM KOHTPONE pacTBOP NPaKTHYECKH He
P Y » p L CooTBeTcTBYET
COJIEPIKUT YACTHLL OCTOPOHHUX BKIFOMEHHUI.
7,0-8,0 7.4
He donee 2,0 % 0,5%
CooTBeTcTBYET
CooteeTcTBYET TpeGoBannam Esp. ®apm. 2.9.40 noKasaresno
npuemiemoctu: 1,3
He Gonee 3,0% 1.4%
ConepxuT He menee 95,0% u He 6onee 105,0% ot 99.0%
0
3aABJIEHHOTO COJIEpP/KaHNUA METUITIPEAHN30JI0HA. -
He conee 0,17 ED wa | Mr meTulinpe 1HU30J10Ha. 0,0410 ED/™mr
CrepuibHO CrepunsHo
He Gosee 6000 / ammyna 82

He Gonee 600 / ammyna 1

OTaen KOHTPOJIA KavecTra
/moonucs/
/lmawn: “F'EHCEHTA"/
/20.10.2021/



CEPTUOHKAT AHAJIU3A

Ha3paHHe KOMIIAHHU

IeHcenta Mnay Canau Be Tumxaper AL,

NpOoAYKTA Ha CKIaje

HaumenoBanue Bojaa ans uubekuuii crepuibHa, 4Ma/aMmnyna
NpoayKTa
Haumenosanue GNT. Boaa ans MHbeKUMii cTepuibHad, 4ma/ammyna

/UImawn: Bykem 3pans (Buket Erel)
Mewedsicep omoena obecneuenus Kaiecmesad

Homep cepuu 14D3 3aka3 Ha NIPOU3BOJACTBO 2021003011
JdaTta npou3BoaCTBa 19.04.2021 JlaTa ucTeyeHUs cpoKa 03.2026
TOIHOCTH
KonnvecTBo 255433 Pasmep cepun 1100 n /258 823
Henbiranus Cneundukauuu Kpurtepuu npuemiaemoctu  |Pesyibrarhl
Onucanue [Mpozpaunslit, fecupetHblil, |CoOTBETCTBYET
B3BElLIEHHbIE YaCTHLIbI
MPaKTHUECKH OTCYTCTBYHOT
pH (25+2°C) 5.0-7.0 6,3
DNeKTPONpOBOIHOCTh He Gonee 25 MmkCm/cMm 2
(25+1°C)
Boccranasinusarolme JlonKeH COOTBETCTBOBATD CooTseTcTBYET
BeLLecTBa
Xnopuasl He donee 0,5 ppm <0,5
Hutpatsl He Gonee 0,2 ppm <0,2
CynbhaTsl JloJ17KeH COOTBETCTBOBATH CoOTBETCTBYET
AMMOHUH He 6onee 0,6 ppm <0,6
Kanbuuii 1 maramid JlonKeH cOOTBETCTBOBATD CooTBETCTBYET
Cyxoii 0cTaToK He Gonee 0,004 % 0,000
H3BnekaemMblii 06beM He menee 4,0 ma 4,1
CrepunbHOCTE JI0/1HO ObITh CTEPUIILHO CTepuibHbIi
BakrepuanbHble JHomnxHo ObITH MeHee <0.25
IHIOTOKCUHBI 0,25 ED/mn
Pa3mep 1 komudecTBO < 6000 gacTu/ammnyna 154
qacTHu > 10 MKM
Pa3mep W KOJIMUECTBO < 600 yacTMWamnyna 6
4acTHU =~ 25 MKM
CebLika MTD.URN00275/07
3akaoueHne Cepus COOTBETCTBYET PykoBOACTBY MUHHCTEPCTBA 3/1paBooxpaHeHns Typelkoit
PecryGnukH 0 Haamexkarel mpou3BoacTBeHHOH npakTuke (GMP) nekapcTBeHHBIX
CPEJICTB U MEJIMLMHCKOTO MPUMCHEHNA M YTBEPAIEHHBIM CrieLH(HKALNAM
TMosicHenue HenpumeHnnumo
VYTBepKIeHO Moamucs/Mata Pewrenne

Beiaaya paspeuieHus

TToonuce/
21.05.2021
Homep ctpanuust: 1/1
Limamn:
/TEHCEHTA ®APMA (GENSENTA
PHARMA)/

/Skcyn Ezoewup (Yakup Ozdemir)/
/nodnuce/
/20.10.2021/



tHHz apaE FoccHl

e, R

Bp-2214758

Komnanus "Opuon @apma”

-4, 127994,

628-44 50-58 nep. Ce4yeHOBCKHH, 10M 6, cTpoeHHe 3,
)26-44- -50-5

r. Mockga,
119034

Paspelenre Ha BpeMeHHOe 00paIleHKe, B TOM JHCIIE BBO3 B Poccuiickyro Dejiepaluio,

cepyH (TTApTHH) JIEKapCTBEHHOTO TIpenapata Ui MENIHHCKOTO IPUMEHEHHUS, KOTOPbIN

TpeiHa3HatueH s MPUMEHEHHA B yCIOBUAX yTPO3bI BO3HUKHOBEHHS, BOSHUKHOBEHUS U

JUKBUIALWH Ype3BbIYaiiHON CUTYallMH U U1 OpraHu3allik OKasaHus MeIUIHHCKOH
[TOMOIITH JTUIIaM, TTOCTPAIABIIAM B pe3yJIbTaTe Ype3BbIdaiHbIX CUTYalUH,
ey PekAeH s YPE3BbIYaiHbIX cUTyalui, TPOQUIAKTUKN 1 JIEHCHHA 3a00eBaHNH,
TMpeICTaBISIOMNX OMACHOCTD I OKPY/KAOIIMX, 3a60JIeBaHMI ¥ TOPAKEHHUH,
TTOJTy4EeHHBIX B pe3yJibTaTe BO3ACHCTBUS HeOIarompUsATHBIX XUMUYECKHX,
GHONOrMUYECKHX, PaJIHallMOHHBIX (PAKTOPOB

Ne RU/2021/25-5-4191011-BPO-JIC

MUHHCTEPCTBO 3/IPABOOXPAHEHUS Poccuiickoit @eaepanuu

(HaumeHnoBaHWe opraHa rocyaapcTBeHHOH BIACTH rocy1apcTBa - HieHa
EBpasuiickoro 5JKOHOMH4ECKOr0 COK3a, BBIIABLICTO 3aK/I04eHIE)

Brimano 000 «Opuon @apmar, 119034, r. Mocksa,

nep. CeueHoBCKHit, 1oM 6, cTpoeHue 3
(HazBaHue opraHn3aLin, IOPHINYECKUH anpec, crpana/ms Gpusudeckux auu G.H.0.)

Bua mepeMenieHUsA BBO3 JIeKAPCTBEHHBIX MMPETIaApaTOB
(Buza nepeMeeHus)

2.14

(Pasmen eQUHOTO TIepeyHs) (Kox TH B2JTEADC)

HawMeHoBaHKWe TOBapa. KOJIUMYECTBO, €IUHWLA U3MEPEHNUA

Toproeoe HANMeHOBAHUE JIEKAPCTBCHHOTO Npenapara: Mpeanon=Ji |




| XHMHYeCKOoe HAHMEHOBAHHE:

MexayHapogHOe HEMATEHTOBAHHOE, HJIH IPYNIHPOBOYHOE, HIIH

METHIITIPEIHH30JIOHA HATPHS CYKUMHAT

JlexapcTrennas opma:

THOMUIN3AT LTS NPUTOTOBIEHUS pacTBOpa st
BHYTPHBEHHOTO H BHYTPHMBILLIETHOTO
BBEIEHUSI

JosupoBka:

250 mr

BCMOMOraTe/IbHbIX BCLIECCTB:

Ka4yecTBeHHBII cOCTAB M KO/THYECTBEHHBII COCTAB ﬂEﬁCTByIOmHX BELIeCTB H Ka4YeCTBEHHbIH coCTaB

METHINPEIHH30J10Ha HAaTpud cyKuMHAT 250 Mr (MeTunnpeanusonod 188,5 Mr), BecnoMorareibHbie
BellecTBa (HaTpHs Gocdar ABYXOCHOBHbIH (03BOIHbIN), HATPHS XIOPH/I)

®opma BeIMYCKA:

[nuoduaM3aT ANA MPUrOTOBICHNSA PacTBOpa
17151 BHYTPHBEHHOIO M BHYTPUMBbILLEUHOTO
BBEJEHU,

250 mr (ammyna) X 1 + pacTBopuTeb-Boaa 15
UHBEKUMIA (ammyna) 4 mn x 1] x | (nauka
KapToHHas )

Homep cepun (naptum):

211163221
211165121
211145821
21K168621

Obbem cepun (NapTun), eANHHLA H3MEPEHUS:

51414 (nauka)
51805 (nmayka)
51725 (nauka)
51621 (nauka)

Jara Beinycka:

29.09.2021
01.10.2021
09.09.2021
07.10.2021

lNonen 1o

31.08.2025
30.09.2025
31.08.2025
30.09.2025

yYaocTtoBepeHUusd

HanmMeHoBaune n ajJpec BJ1aje/ibla pericTpauHoHHOro

l'encenta Mnau Canan Be Tumxaper A.LL.,
Typums, Mm Kynenepu, Jlesent Max, Mentem
cok.. Ne 10 Kyne 2, Kar: 24,4 JlepeHT
bewnkram / CtamOyn, 34330

Ionyyarens/otnpasuteas OO0 «Opuon Papmay, 119034, r. Mocksa,

Iep. CequOBCKHﬁ, I0M 6, cTpoeHue 3

(Hasganwe, ropuandeckuit aapec, ctpana)

Ctpana Ha3zHavyeHus/oTrpaBienus Poccuiickas ®enepanus

Llens BBO3a BpeMeHHOE oOpallleHHe

Cpok BBO3a  ---

OcHoBanwue: 3asBienne Ne 1146330 or 21.10.2021

HononuurensHas HHGOpMaLH :



cTaxuil MPOW3BOACTBA, HA3BAHUH U

[Tpou3Bo/CTBEHHBIE MIOWANKH, YHACTBYHOLIME B MPOLECCE MPON3BOACTBA JIEKAPCTBEHHOIO NPENapaTa, ¢ ykasaHueM

(paKTHYECKUX alpecoB MECTOHAXOKIEHHA

Hpoussoocmeo comosoil 1exapcmeeHHoi Hopmol

T'eHcenta Mnay Canau ge Tumxaper A 1L

Sanayi Caddesi No:13 Yenibosna Bahgelievler Istanbul

MaxTHUeCKHIT agpec MeCcTOHAXOXKIEHHS NPOH3BOACTBEHHOI MI0AKH:

34196

Hepguunaa ynaxkoska

['encenra Mnau Canan Be Tumxaper A.I11.

Sanayi Caddesi No:13 Yenibosna Bahgelievler Istanbul

MakTHYECKH aApec MECTOHAXOAACHUS POU3BOACTBEHHON MIOIATKH:

34196

Bmopuunas ynaxoexa

["eHcenta Mnau Canau e Tumxkaper A1

Sanayi Caddesi No:13 Yenibosna Bahgelievler Istanbul

DakTuyeckuii aapec MECTOHAXOXK/AEHHH MPOU3BOACTBEHHOMH IJIOLIAJAKH

34196

Boinycrarouquit konmpons kauecmesa

['encenra Mnau Canan Be Tumwaper AL

Sanayi Caddesi No:13 Yenibosna Bahgelievler istanbul

MakTHuecKHi aJpec MeCTOHAX0KIEHNS NPON3IBOACTBEHHON MJIOIAAKH:

34196

CrpaHa TpaH3uTa -

(TpaH3UT N0 TEPPUTOPMHH)

2023

Paspewenne aeiictutensio no  01.01.

r

MOANMHHKUK 3NEKTPOHHOIO QOKYMEHTE, NOANUCaHKOro 30,
XPAHATCA B CUCTEME 3NEKTPOHHOrO A0KYMEHTO0BopOTa
MUHUCTERCTBA 34PaBOCXPAHERNA
Poccuitckoi ®egepaumu.

CBEAEHWA O CEPTUOUKATE 31

Ceptumkar: 01D7045F32241A30000000C900060002
KoMy BbigaH: narones Cepreit BnagumupoBuy

25 L 1 0'202 l kﬂeﬁc-rsmenem € 16.02.2021 ao 16.02,2022

)

H.1O. Kypoejiosa
(495)627-24-00 (2554)

C. B. I'narones



