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Paspemenue Ha BpeMeHHOe o0OpallieHre, B TOM 4uciie BBo3 B Poccuiickyro Penepalurio,

cepuH (mapTHH) JeKapCTBEHHOTO Mpernapara I/ MeIUIIHHCKOTo IPHMEHEHH, KOTOPBIH

npeaHa3HavyeH AJisi IPUMEHEHHs B YCIIOBUAX YTPO3bl BOBHMKHOBEHUS, BOSHUKHOBEHUS 1

JIMKBUIALMY Ype3BbIYaiHON CUTYAllMH W [ OPraHU3aluK OKa3aHUsl MEIUIIHHCKON
ITOMOIIM JIUIIAM, TTOCTPaJaBIINM B pe3yJibTaTe Ype3BbIYalHbIX CUTYALIUH,
NpeayNpexXIeH s Ype3BbIUaiHbIX CUTYaLMH, MPOMUIAKTHKY U IeueHus 3a00/1eBaHuH,
MpeICTaBIISIFOIINX OMAaCHOCTh sl OKPYIKAIOUINX, 3a00JIeBaHUH U TIOPaKEHHI,
MOJIyYeHHBIX B pe3yJbTaTe BO3AeHCTBUS HEOIAroNpUsATHBIX XUMHYECKHX,
OMOIOTHYECKUX, paTHAllHOHHBIX (PaKTOPOB

Ne RU/2021/20-2-4190129-BPO-JIC

MUHHCTEPCTBO 3IPABOOXPAHEHUS Poccuiickoit @enepaunu

(HaumeHoBaHHE OpraHa rocy1apcTBEHHOI BJIACTH rocyaapcTsa - 4jeHa
EBpazuiickoro 3K0HOMHYECKOr0 COK3a, BbIIaBLIET0 3aKII04EHNE)

Breinaso 000 «Opuon @apmay, 119034, r. Mocksa, nep. CeyeHOBCKHUMN,

aoM 6, ctpoeHue 3
(Hassanwe opraHu3alyy, lopuandeckuii aapec, ctpana/ana guswaecknx mug G©.H1.0.)

Bun IMepeMeEICHUA BBO3 JIEKAPCTBEHHBIX MPENapaToB
(Bun mepemeruenns)

2.14

(Pa3men eawHOTO TIepeydHA) (Kon TH B3I EADC)

HanmeHoBaHWe TOBapa, KOJIMYECTBO, €AMHNLEA U3MEPEHNA

Toproeoe HauMeHOBAHHE JIEKAPCTBEHHOIO Npenapara: Mpeano-Jl




XHMHYECKOe€ HAWHMEHOBaAHHE!

ME?KJI)’HHPOHHOE HelmaTeHTOBAHHOE, WJIH IPYNIMTHPOBOYHOE, HITH

METHIITIPEIHU30JIOHA HATPUA CYKUWHAT

JlekapcTBennas opma:

nrnohUIN3aT A8 NPUTOTOBIEH!S pacTBOpa 1d
BHYTPUBEHHOTO H BHYTPHMbILLIEYHOTO
BBEJIEHNA

Ho3upoBKa:

250 mr

BCMOMOraTe/IbHbIX BELIECTB:

KauecTBeHHbIH COCTAB H KOJTHYECTBEHHbIiH COCTAB ACHCTBYHUIHX BEILECTB H Ka4eCcTBEHHbINH cocTaB

METHIINPEIHN30/10Ha HATpHst cyKuuHaT 250 Mr (MeTHanpeaHu30I0H 188,5 Mr). BcmoMoraTebHbIe
BelecTBa (HaTpus ocdar AByX0CHOBHbIIH (0€3BOIHBIN), HATPUS XJIOPKU]L)

(Dopma BbINMMYCKa:

[modunusat ans NpUroToOBIEHHA pacTBopa
JUIsl BHY TPHBEHHOTO M BHY TPUMBILIEYHOTO
BBEEHMUS,

250 Mr (ammyna) x 1 + pacTBopuTENbL-BOAA LA
uHbeKUM (amnyna) 4 max 1] x | (nauka
KapTOHHAs)

Homep cepun (napTun):

21H139621
21H143021
211148721
211152921
211157821

OdbeM cepun (MApTHH), EIHHALIA H3MEPEHHA:

51824 (nauka)
51804 (navxa)
51582 (nauka)
52083 (rnauka)
51494 (nauka)

JaTa BeImycka:

27.08.2021
02.09.2021
11.09.2021
17.09.2021
24.09.2021

longen 10

31.07.2025
31.08.2025
31.08.2025
31.08.2025
31.08.2025

yAOCTOBEpEeHUs

HaumenoBaHue H ajpec B/jajel/ibla perHcTpaudHoOHHOr O

IeHcenta Mnau Canan Be Tumxaper A LI,
Typuus, M Kynenepu, Jlesent Max, Menrem
cok., Ne 10 Kyne 2, Kar: 24,4 JleBent
Beumkram / Ctam0yn, 34330

[Monyuarens/otnpaButens OO0 «Opuon Papmar, 119034, r. Mocksa,

nep. CeueHOBCKUM, TOM 6., CTpOeHHE 3

(Ha3ssanue, ropHIWUecKHii agpec, cTpaHa)
CTpaHa HaBHa‘{eHHH/OTHpaBHeHHH Poccuiickas Menepanus

LIem; BBO3a BPEMCHHOE oOpalleHue

Cpoxk BBO3a  ---




Ocuosanue: 3aspaenre No 1142511 ot 13.10.2021

JonosautenbHas HHGOPMAaLIU :

CTaluii MPOM3BOACTBA, HA3BAHHI M (AKTHUECKUX aIPECOB MECTOHAXOKACHNA

np01’l3BO,HCTB€HHbI€ NJI0LAaAKN, Y4acTBYHOLLHE B MpoLecce MPOU3BOJICTBA JIEKAPCTBEHHOI'O NIpEfiapara, ¢ YKazaHueM

IIpou3sodcmeo 20mosoll 1eKapcMeeHHOl opmbl Tencenta Mnau Canau e Tugaaper A.LLL

PaKkTHYeCKHH a.upec MECTOHAXOXKIACHHH I'IpOH3BU.ElCTBeHHOﬁ MIoaaxKHu:
Sanayi Caddesi No: 13 Yenibosna Bahgelievler Istanbul 34196, Turkey

Hepsuunan ynarkoska Tencenta Mnau Canau e Tumkaper A LLL

dakTUUHecKUil aapec MeCTOHAXO0KAEHUH I'IpOlrI3BOJICTBeHHOﬁ MJIOIAAKH:
Sanayi Caddesi No:13 Yenibosna Bahgelievler Istanbul 34196, Turkey

Bmopuunas ynaxkoexka lencenta Mnau Canau Be Tumxaper AL

dakTHYeCKHIi aJpec MecTOHAX0XKIeHHS MPOH3BOACTBEHHOI NI0WAAKH:
Sanayi Caddesi No:13 Yenibosna Bahgelievler [stanbul 34196, Turkey

Brinyckarowiuit Konmpojib Kavecmesda Tencenta Mnau Canau Be Tumkaper A.LLL

dakTHYeCKHIi apec MeCTOHAXOKAEHHS MPOU3IBOACTBEHHON TTOWAIKH:
Sanayi Caddesi No:13 Yenibosna Bahgelievler istanbul 34196, Turkey

Ctpana TpaH3uTa -

(TpaH3UT Mo TEeppUTOopMHK)

Paspemenue neiictutensHo mo  31.12.2021

MogAMHHKK 3NEKTPOHHOro JOKYMEHTa, noanucadHoro 31,
XPAHWTCA B CMCTEME 3NEKTPOHHOTO JOKYMEHToo60pOTa
MUHUCTEPCTBA 30PaBOOXPAHEHNSA

3amecTtutens MUHHCTpA Poccuiickoit deaepauy.
CBEAEHWS O CEPTUGUKATE 31
15.10.2021 Ceprudmkat: 01D7045F32241A30000000C900060002

Komy BblaaH: [naronee Ceprei Bnagumuposind
L,ﬂeﬁm’a»ﬂener-l: € 16,02.2021 po 16.02.2022

C.B. I'maronesn
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GENSENTA PHARMA

HaumeHoBaHue npenapara:

Cepus No:

Jara nporenenus koutpoasn:
JaTa npoussoacrsa:

JlaTa ueTevenust cpoka rogHoCTH:

HUCIIBITAHUE

Onucanue
MoannHHOCTD

BOXX

Yo

BoccranoraeHHblii pacteop

a) [TonHoTa pacTBOpeHHs 1
NPO3pavHOCTh pacTBOpa

b) Buaumsie 9acTHLLbI

pH

Boaa

OaHopoaHOCTE 103UpOBaHNS

CBoOoaHBI MeTHIINPEIHN3010H
KoanvecTBeHHOe onpeneneHne

bakTepuaibHbIE YHIOTOKCHHBI
CTepunbHoCTh

MexaHuuyeckue BKIHOYEHUS
HeBuanmMele qacTHIIb:

Yactuusl > 10 MKkm

Yactuusl > 25 MkM

CEPTHOUKAT AHAJIU3A

[penron-JI 250 mr, anoQuansar 1ns npuroToBIEHUS pacTBOpa A BHYTPUBEHHOTO
¥ BHYTPUMbIILIEUHOrO BBEIEHUS, B KOMIIEKTE C paCTBOPUTENEM

21H139621
CenTabps 2021
Asryct 2021
Hrons 2025

CNEUMDPUKALIUH

benas muodunusuposannasn macca B GecupeTHON amrye.

PE3YJIbTATBI

CooTteeTcTBYET

Bpems yaepknBaHHA OCHOBHOO MUKa Ha XpOMATOrpaMme

UCTBLITYEMOrO PACTBOPA NOMKHO COOTBETCTBOBAThL BPEMEHH

CootgeTcTBYET

YAEpKUBAHUSA MUK METUINPEAHN30I0HA HA XpoMaTorpaMmMe

CTaHJapTHOro PacTBopa.

CrekTp MCMBITYEMOTO 1 CTAHAAPTHOTO PACTBOPOB COBMALAIOT

B OTHOLWIEHWH IJIHH BOJTH, MPH KOTOPbIX JOCTHraeTcs

MaKCHUMaJibHOE MOrJIoWEeHHE.

CootsetcrByeT

TBepnoe BelECTBO DOTKHO PACTBOPUTBLCH NONHOCTBIO, He
OCTaBWUB BUIMMbIX OCTATKOB B BUIIE HEPACTBOPEHHBIX YACTHLL

BoccTaHoBeHHBIA pacTBOp He 10MKEH ObITh 3HAYHTENBHO
MEHEE NpOo3paiHLIM, YeM paBHbIN 00bEM pacTBOPUTEIS,

CoorsercTByeT

TIOMELIEHHBIH B aHATIOTHYHBIH COCYl M MCCIIe10BaHHbI

aHanoruYHbIM 00pazoMm.

Tpu BU3yanbHOM KOHTpOJIE pACTBOP NPAKTHYECKH He
COIEPAKHT HaCTHL MOCTOPOHHUX BKITIOYEHHIT.

7,0-8,0

He 6onee 2,0 %

CootsercTByeT TpedoBannam Esp. ®apm. 2.9.40

He 6omee 3,0%

Conepxut He menee 95,0% u we Gonee 105,0% ot
3aABJIIEHHOIO COAepKaHUs METHUIITTPEIHU30JIOHA.

He Gonee 0,17 ED Ha | Mr MeTUNMpe 1HH30/10Ha.

CrepumsHo

He donee 6000 / ammyna
He Gonee 600 / ammyma

CoorsercryeT

1.3

0,3%

CooTtBeTcTBYET
ToKasareJito
npuemiemMocTu: 1,7

2,0%
99,0%

0,0410 ED/mr
CrepunbHo

47

(%]

Otaen KoHTpons KauecTBa
/noonuce/
/A mann: “TEHCEHTA"/
/1.10.2021/



CEPTU®UKAT AHAJIU3A

Hazpanue KoMnauuu

['encenta Mnau Canan Be Tumxaper A 1L,

/lmamn: Bykem 3pane (Buket Erel)
Menedowcep omoena obecnevenua kavecmsa

HaumenoBanue Bopa ana uubekunii crepunsHas, 4mn/amnyna
MpoAYKTa
Haumenoranue GNT, Bona ans nnbekumii crepunbHas, 4ma/amnyna
NPoAYKTA Ha CKJiaje
Homep cepun 14D4 3aKa3 Ha NNPOU3BOJICTBO 2021003019
JaTa npou3BoacTsa 19.04.2021 JaTa nerevenust cpoka 03.2026
rOAHOCTH
KonnuectBo 255323 Pasmep cepuu 1100 n /258 823
HcnbiTanus Cneundurkauun Kputepun npuemiiemoctu  |PesynbtaThl
Onwucanue IMpospaunblii, GecuBethblit, |CooTBETCTBYET
B3BELLUEHHbIE YaCTHLIbI
MPaKTUUECKH OTCYTCTBYHOT
pH (25£2 °C) 50-7.0 6,2
DNeKTPONpPOBOAHOCTD He donee 25 mkCm/cM 2
(25+1°C)
Boccranasnuearoinne JonkeH COOTBETCTBOBATh CoorsercTByer
BELIECTBA
Xnopuibl He donee 0,5 ppm <0.,5
Hutparsi He donee 0,2 ppm <0,2
Cynbdars Jlo/KeH cooTBETCTBOBATS CooTBeTcTBYET
AMMOHHI He 6onee 0,6 ppm <0,6
Kanbunii u maramit JlonKeH cooTBETCTBOBATD CooTBeTcTBYET
Cyxoii ocTaToK He 6onee 0,004 % 0,000
H3snexaemblil 06beM He menee 4,0 ma 4.2
CrepunbHOCTD JlomkHO ObITh CTEPHIIBHO CrepunbHblii
BakTrepuanbhble HomkHo ObITE MeHee <0,25
IHAOTOKCUHBI 0,25 ED/mn
Pasmep 1 konuuecTso <6000 gacTuw/amnyna 104
gactui > 10 Mkm
Pazmep w konuuecTso < 600 qacTHW/aMnyna 7
4acTHL > 25 MKM
CebLika MTD.URN00275/07
3akirovyeHuHe Cepus coorsetcTBYeT PykoBoacTBy MunucrepeTsa 3apasooxpanerns Typelkoii
Pecrybanku no naanexameif mpoussoacTBeHHON mpakTike (GMP) nekapcTBeHHBIX
CPEACTB JUIS MEAWLIWHCKOIO NPUMEHEHNS W YTBEPKACHHBIM CeUUBUKAIIHAM
TMosAcHenne Henpumennmo
YTBepxkaeHo [Moanues/data Pewenne

Beigaua paspewenus

Hoonuce/
20.05.2021
Homep ctpanuusr: 1/1
UImamn:
/TEHCEHTA ®APMA (GENSENTA
PHARMA)/
/nodnucs/

/11.10.2021/




